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NOTICE  OF  AVAILABILITY  (RFPs  AMD  RFAs) 

MINORITY  RESEARCH  FELLOWSHIP  PROGRAM  IN  SOCIOLOGY 

MINORITY  RESEARCH  FELLOWSHIP  PROGRAM  IN  SOCIAL  WORK 

NIH  GUIDE.  Volume  22,  Number  19,  May  21,  1993 
RFA  AVAILABLE:  MH-93-009 
P.T.  22,  FF;  K.W.  0720005,  0417000,  0715095 
National  Institute  of  Mental  Health 
Application  Receipt  Date:  July  21,  1993 

THE  REQUESTS  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  THE  INQUIRIES,  BELOW. 

PURPOSE 

This  dual  announcement  of  a Minority  Research  Fellowship  Program  (MRFP)  in  Sociology  and  an  MRFP  in  Social  Work  is  to 
encourage  applications  designed  to  support  the  development  and  training  of  individuals  in  doctoral  programs  in  sociology 
and  social  work  to  enable  them  to  undertake  active,  productive  careers  in  scientific  investigations  related  to  mental 
health  and  mental  illness.  While  it  is  expected  that  these  future  researchers  will  also  become  prominent  within  their 
professions  at  large,  the  MRFP  is  not  designed  simply  to  support  graduate  study  for  its  own  sake.  Rather,  mastery  of 
sound  research  skills,  commitment  to  future  research  activity,  and  future  achievement  in  research  endeavors  in  the  mental 
health  field  should  be  the  outcome  of  successful  fellowship  training. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  MRFP  in  Sociology  and  MRFP 
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in  Social  Work,  is  related  to  the  priority  areas  of  mental  health  and  mental  disorders  and  educational  and 
comnuni ty-based  programs.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock 
No. 017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  public  and  private  non  profit  institutions  and  professional  and  scientific  organizations  and  associations  may 
apply.  Applicants  must  have  staff  and  facilities  suitable  for  implementing  a national  program  to  recruit,  select,  and 
place  minority  students  in  doctoral  programs  in  sociology  or  social  work  with  environments  appropriate  for  performing 
high-quality  mental  health  research  training  and  with  strong  research  programs  in  one  or  more  of  the  areas  of  interest 
to  NIMH  indicated  in  the  Extramural  Research  Support  Program,  June  1992,  announcement. 

Trainee  Eligibility  Requirements:  Individuals  selected  by  the  program  director  to  participate  in  the  MRFP  must  be 
citizens  or  noncitizen  nationals  of  the  United  States,  or  have  been  lawfully  admitted  to  the  United  States  for  permanent 
residence  and  have  in  their  possession  an  Alien  Registration  Receipt  Card  (1-151  or  1-551)  at  the  time  of  entering  the 
MRFP.  Noncitizen  nationals  are  persons  born  in  lands  which  are  not  States  but  which  are  under  U.S.  sovereignty, 
jurisdiction,  or  administration  (e.g. , American  Samoa).  Individuals  on  temporary  or  student  visas  are  not  eligible. 
For  the  purpose  of  this  announcement,  minority  trainees  are  defined  as  individuals  who  are  determined  by  the  grantee 
institution  to  be  underrepresented  in  biomedical  or  behavioral  research. 

The  predoctoral  trainees  must  have  received  a baccalaureate  degree,  (domestic  or  equivalent  foreign),  from  an  accredited 
institution  as  of  the  date  of  appointment  to  the  MRFP,  and  be  enrolled  in  a doctoral  degree  program.  These  National 
Research  Service  Award(NRSA)  fellowships  are  not  made  for  study  leading  to  an  M.D.,  D.O.,  D.D.S.,  or  other  similar 
professional  degrees,  or  for  study  which  is  part  of  residency  training  leading  to  a medical  specialty.  However,  this 
fellowship  may  support  a specified  period  of  full-time  research  training  for  a health  professional  who  intends  to  pursue 
a research  career,  even  if  that  period  of  training  may  be  credited  toward  a specialty  board  certification. 

MECHANISM  OF  SUPPORT 

Support  of  these  programs  will  be  by  the  Institutional  Training  Grant  (T32).  This  RFA  is  a one-time  solicitation. 
Period  of  Support:  An  MRFP  grant  may  be  made  for  a period  of  up  to  five  years.  By  law,  an  individual  trainee  may 
receive  no  more  than  five  years  of  support  in  the  aggregate  at  the  predoctoral  level.  Any  exception  to  this  limitation 
requires  a waiver  from  the  Director,  NIMH,  based  on  a review  of  the  justification  provided  by  the  awardee. 

Annual  Stipends:  The  annual  stipend  for  predoctoral  individual  at  all  levels  is  $8,800  for  12  months  of  training. 
Supplementation  of  the  MRFP  stipend  from  non- Federal  funds  is  permitted,  however  stipend 
splitting  is  not  permitted. 

Taxability  of  Stipends:  The  Tax  Reform  Act  of  1986,  Public  Law  99-514,  affects  the  tax  liability  of  all  individuals 
supported  under  the  NRSA  program.  NIH  is  not  in  a position  to  advise  students  or  institutions 
about  tax  liability.  Stipends  are  subject  to  Federal  income  tax. 

Other  Allowable  Costs:  In  addition  to  stipends,  the  applicant  organization  may  request  funds  for  tuition,  fees,  and 
certain  types  of  travel  for  trainees;  actual  indirect  costs  or  eight  percent  of  allowable  direct  costs  (whichever  is 
less)  to  cover  related  organizational  overhead  (applications  from  State  and  local  government  agencies  may  request  full 
indirect  cost  reimbursement).  The  applicant  organization  may  also  request  funds  for  other  related  costs.  Ordinarily, 
up  to  $1,500  per  predoctoral  individual  is  provided  for  those  "other  related  costs"  which  are  deemed  essential  to  carry 
out  the  training  program  for  the  National  Research  Service  awardees  appointed  under  the  grant. 

FUNDS  AVAILABLE 

The  funds  available  for  this  announcement  are  $700,000.  It  is  anticipated  that  one  award  of  up  to  $350,000,  will  be 
granted  in  each  of  these  disciplines;  selection  for  funding  will  be  made  after  competitive  peer  review. 

TRAINING  OBJECTIVES 

The  applicant  should  provide  a plan  for  the  proposed  MRFP,  including  the  following  components: 

Program  Plan 

The  applicant  should  describe  the  program  plan  for  an  MRFP  in  Sociology  or  an  MRFP  in  Social  Work,  including  the  overall 
goals,  specific  objectives,  and  number  of  trainees  to  be  supported.  The  plan  should  clearly  indicate  how  the  program 
will  recruit,  select,  and  place  minority  students  in  appropriate  doctoral  level  programs  with  strong  mental  health 
research  and  how  it  will  anticipate  and  deal  with  potential  problems  which  may  be  encountered  in  program  implementation. 
The  plan  should  also  indicate  how  the  applicant  will  provide  ongoing  monitoring  and  career  counseling  to  help  ensure 
that  MRFP  fellows  complete  their  doctoral  training;  special  emphasis  should  be  given  to  how  the  training  will  prepare 
them  for  careers  in  mental  health  research.  Finally,  the  plan  should  indicate  how  the  program  will  establish  networks 
and  linkages  with  other  mental  health  researchers. 

The  application  also  should  include  a plan  for  evaluating  the  program,  including  follow  up  of  trainees  supported. 
Finally,  the  application  must  provide  assurance  that  the  MRFP  award  will  increase  the  number  of  minority  persons  trained 
to  conduct  research  and  will  not  be  used  to  substitute  for  existing  Federal  funding  for  research  training. 

Program  Leadership 

The  program  director  of  the  applicant  organization  will  be  responsible,  with  the  assistance  of  a MRFP  Advisory  Committee, 
for  the  recruitment  and  selection  of  minority  trainees,  and  for  their  placement  in  doctoral  training  programs  which  have 
strong  research  and  research  training  in  mental  health. 
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HUMAN  SUBJECTS  AND  VERTEBRATE  ANIMALS  REQUIREMENTS 


While  the  MRFP  applicant  will  not  itself  provide  research  training,  the  applicant  organization  must  retain  overall 
responsibility  for  compliance  with  all  applicable  regulations  and  must  assure  that  all  organizations  which  do  provide 
the  training  have  complied  with  the  Human  Subjects  and  Vertebrate  Animals  regulations. 

APPLICATION  PROCEDURES 

Applicants  must  use  and  follow  the  instructions  for  the  Institutional  NRSA,  section  ? PHS  398  (rev.  9/91).  Item  2a 
on  the  face  page  of  the  application  must  read:  "RFA  MH  93-009  NIMH  MRFP  in  Sociology"  or  "RFA  MH  93-009  NIMH  MRFP  in 
Social  Work."  Applications  must  be  complete,  providing  all  information  called  for  by  the  instructions. 

Completed  application  forms  (original  and  5 copies)  are  to  be  submitted  to:  Division  of  Research  Grants,  National 
Institutes  of  Health  5333  Westbard  Avenue,  Room  240,  Bethesda,  MD,  20892.  The  Division  of  Research  Grants  is  the  central 
receipt  point  for  applications  to  all  Public  Health  Service  (PHS)  programs.  Applications  are  assigned  on  the  basis  of 
established  PHS  referral  guidelines. 

The  applicant  must  describe  the  administrative  structure  of  the  program,  indicating  the  distribution  of  responsibilities 
and  the  relationship  of  the  MRFP  to  the  overall  program  of  the  sponsoring  organization.  The  applicant  must  present  a 
plan  for  establishing  an  MRFP  Advisory  Committee  of  outstanding  mental  health  researchers,  which  includes  substantial 
minority  representation,  to  assist  the  program  director  in  the  recruitment  and  selection  of  fellows  and  to  advise 
students  concerning  appropriate  doctoral  programs  with  strong  mental  health  research.  The  application  should  also 
contain  a list  of  proposed  committee  members  who  are  active  mental  health  researchers  and  provide  the  rationale  for  their 
selection,  including  a description  of  their  current  mental  health  research,  its  source  and  amount  of  funding.  A 
Biographical  Sketch  and  Other  Support  Form  (Pages  6 & 7)  must  be  included  for  each. 

Applicants  should  indicate  how  they  have  or  will  acquire,  maintain,  and  make  use  of  important  information  about 
appropriate  university  programs  for  fellows  supported  by  the  award. 

The  applicant  must  list  proposed  training  faculty  members,  his/her  primary  department  and  university  affiliation,  role 
and  percent  of  effort  in  the  proposed  program,  and  include  a Biographical  Sketch  and  Other  Support  Form  (Pages  6 & 7) 
for  each  current  or  proposed  faculty  member. 

Responsible  Conduct  of  Research:  The  applicant  must  describe  plans  to  provide  trainees  with  instruction  on  scientific 
integrity  and  ethical  principles  in  research,  and  include  a description  of  both  formal  (courses,  seminars,  etc.)  and 
informal  training  that  will  be  provided. 

Progress  Reports  (Competing  Continuation  Applications  Only):  General  directions  are  on  pages  5 and  6 of  the  application 
kit. 

Application  Receipt  and  Review  Schedule 

Receipt  Initial  Review  Council  Earliest 

Date  Group  Meeting  Meeting  Start  Date 

July  21,  1993  Oct/Nov  1993  Jan/Feb  1994  July  1,  1994 

Applications  received  after  July  21,  1993  will  not  be  reviewed  and  will  be  returned  to  the  applicant. 

REVIEW  CONSIDERATIONS 

Training  grant  applications  are  reviewed  for  scientific  and  educational  merit  by  NIMH  initial  review  groups  comprised 
primarily  of  nongovernment  scientists  and  are  also  subject  to  the  review  and  recommendations  of  the  National  Advisory 
Mental  Health  Council.  Major  considerations  in  the  review  are  the  breadth,  depth,  and  quality  of  the  plan  for 
implementing  the  MRFP;  qualifications,  capability,  and  experience  of  the  program  director  and  the  organization  to 
implement  the  plan;  qualifications  of  the  MRFP  Advisory  Committee;  plans  for  recruiting,  selecting,  and  placing  trainees 
in  appropriate  graduate  departments  and  programs;  and  adequacy  of  the  facilities  and  resources.  Detailed  review  criteria 
are  listed  in  the  full  announcement. 

AWARD  CRITERIA 

An  application  will  be  selected  for  funding  primarily  on  the  basis  of  scientific  merit  review  results,  ability  to  meet 
program  priorities  and  balance,  and  the  availability  of  funds.  Applicants  will  receive  a copy  of  the  summary  statement 
of  the  review  of  their  application  and  will  be  notified  of  final  action  on  the  application  by  letter. 

INQUIRIES 

Applicants  are  encouraged  to  contact  NIMH  staff  for  information  and  the  RFA  before  applying  for  an  award.  The 
information  and  application  kits  are  available  from: 

Dr.  Kenneth  G.  Lutterman 

Division  of  Epidemiology  and  Services  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  10-C-05 
Rockville,  MD  20857 
Telephone:  (301)  443-3373 
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For  information  on  grants  management  issues,  applicants  may  contact: 


Diana  S.  Trunnell 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-15 
Rockville,  MD  20857 
Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.282.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372. 

STORING.  MONITORING.  AND  DISTRIBUTING  CENTER  FOR  COLLABORATIVE  PERINATAL  PROJECT  SERUH  SAMPLES 

NIH  GUIDE.  Volume  22,  Number  19,  May  21,  1993 

RFP  AVAILABLE:  NICHD-DESPR-93-09 

P.T . 34;  K.W.  0775020,  0775025,  0780005 

NATIONAL  INSTITUTE  OF  CHILD  HEALTH  AND  HUMAN  DEVELOPMENT 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  is  seeking  organizations  that  have  the  capacity 
as  a center  to  store,  monitor,  and  distribute  samples  of  serum  collected  from  the  Collaborative  Perinatal  project  (CPP). 
CPP  was  a multi -center,  prospective  cohort  study  of  pregnancy  and  child  development  administered  by  the  National 
Institute  of  Neurological  Disorders  and  Stroke  (NINDS).  The  original  purpose  of  the  Project  was  to  study  factors 
responsible  for  the  development  of  cerebral  palsy,  epilepsy,  mental  retardation,  and  related  neurological  disorders  of 
childhood.  As  part  of  the  CPP  study  protocol,  serum  was  collected  from  the  women  several  times  during  pregnancy,  at 
delivery,  and  at  one  to  two  months  postpartum.  Serum  was  also  collected  from  the  umbilical  cord  of  newborns. 

Computer  records  indicate  that  a total  of  833,756  samples  of  serum  stored  in  4 ml.  screw-capped  vials  were  collected. 
Fewer  vials  remain,  although  the  exact  number  is  not  known.  (They  are  currently  being  inventoried.)  For  the  past  25 
or  more  years,  these  vials  have  been  stored  by  the  NINDS  at  -20  degrees  C.  in  two  walk-in  cold  rooms  on  the  NIH  campus. 
Custody  of  this  resource  has  now  been  transferred  to  NICHD.  They  are  presently  being  maintained  under  contract  in 
Rockville,  Maryland.  Frequent  on-site  monitoring  by  the  Project  and  Contracting  Officers  will  be  necessary.  Therefore, 
the  proposed  storage  facility  must  be  located  within  easy  access  to  the  NIH  campus. 

This  announcement  for  a holding  center  is  a new  solicitation.  The  Request  For  Proposal  was  issued  on  May  12,  1993,  and 
proposals  are  due  by  4:00  p.m.  (Local  Time)  July  14,  1993. 

INQUIRIES 

All  requests  must  cite  the  RFP  number  and  include  two  self-addressed  mailing  labels.  All  sources  who  consider  themselves 
qualified  are  encouraged  to  submit  proposals.  This  advertisement  does  not  commit  the  Government  to  award  a contract. 
Organizations  desiring  a copy  of  the  above  announced  RFP  may  send  a written  request  to: 

Mrs.  Lynn  Salo 

National  Institute  of  Child  Health  and  Human  Development 

Contracts  Management  Branch,  OGC 

6100  Building,  Room  7A07 

Bethesda,  MD  20892 

Phone:  (301)  496-4611 

FAX:  (301)  402-3676 


ONGOING  PROGRAM  ANNOUNCEMENTS 

STUDIES  ON  THE  PREVENTION.  ETIOLOGY.  CONTROL.  BIOLOGY.  DIAGNOSIS.  OR  TREATMENT  OF  BREAST  CANCER 

NIH  GUIDE.  Volume  22,  Number  19,  May  21,  1993 
PA  NUMBER:  PA-93-083 

P.T.  34;  K.W.  0715035,  0755030,  0795003,  0745027,  0745070 

National  Cancer  Institute 

PURPOSE 

Despite  significant  strides  in  prevention,  diagnosis,  and  treatment,  breast  cancer  continues  to  be  a leading  cause 
of  death  in  the  United  States.  It  has  been  estimated  that  approximately  46,000  women  will  die  of  breast  cancer  in 
the  United  States  in  1993  and  that  about  18  percent  of  all  female  cancer  deaths  in  the  U.S.  will  be  due  to 
malignancies  of  the  breast.  The  average  U.S.  mortality  rate  for  breast  cancer  is  27.5  per  hundred  thousand.  Of 
particular  concern  are  recent  data  that  point  to  an  unexplained  increase  in  breast  cancer  incidence  and  mortality 
rates.  The  long-term  threat  to  women's  health  cannot  be  understated,  since  the  incidence  of  breast  cancer  rises 
with  age.  Without  vigorous  efforts  to  develop  improved  cancer  prevention,  detection  and  treatment  strategies,  as 
advances  in  other  areas  of  medicine  extend  average  lifespan,  the  nation  faces  a continuing  breast  cancer  crisis  of 
increasing  magnitude  as  the  baby  boom  population  cohort  ages. 
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The  United  States  Congress  has  expressed  continued  concern  about  the  growing  epidemic  of  breast  cancer  in  the  United 
States.  In  the  most  recent  appropriation,  the  Conferees  have  urged,  in  the  strongest  way,  that  the  National  Cancer 
Institute  (NCI)  make  breast  cancer  one  of  its  highest  priorities.  This  disease  is  expected  to  be  a continuing 
priority  and  focus  of  the  Congress  for  the  foreseeable  future.  The  NCI  has  devoted,  and  will  continue  to  devote, 
significant  resources  to  studies  of  breast  cancer.  However,  not  only  does  a great  deal  remain  to  be  accomplished  so 
that  more  effective  preventive,  diagnostic,  and  therapeutic  modalities  can  be  established,  but  much  more  emphasis  on 
pertinent  basic  research  is  also  necessary. 

This  program  announcement  (PA)  is  one  of  several  ongoing  or  planned  initiatives  that  should,  in  the  strongest  way 
possible,  serve  to  notify  and  reaffirm  to  the  scientific  community  the  continuing  commitment  of  the  NCI  to  expanding 
research' support  in  basic  and  applied  studies  of  the  etiology,  biology  and  immunology,  genetic  regulation, 
diagnosis,  treatment,  assessment  of  demographics,  patterns  of  care,  and  strategies  for  control  and  prevention  of 
breast  cancer. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Studies  on  the  Prevention, 
Etiology,  Control,  Biology,  Diagnosis,  or  Treatment  of  Breast  Cancer,  is  related  to  the  priority  area  of  cancer. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-0325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Further,  the  institute  is  especially  interested  in  receiving 
applications  from  women  and  from  minority  investigators.  Foreign  institutions  are  not  eligible  for  the  First 
Independent  Research  Support  and  Transition  (FIRST)  award  (R29). 

MECHANISMS  OF  SUPPORT 

Support  of  this  program  will  be  through  the  research  project  grant  (either  single  or  interactive  R01),  program 
project  grant  (P01),  FIRST  award  (R29),  as  well  as  through  competing  supplemental  awards  to  currently  active 
research  project  grants  (R01,  P01),  Cooperative  Agreements  (U01)  or  Method  to  Extend  Research  in  Time  (MERIT)  Awards 
(R37).  Unless  otherwise  noted,  all  PHS  grants  policies  apply. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  program  is  to  provide  support  for  investigators  to  pursue  promising  avenues  of  research 
addressed  to  all  areas  of  basic,  clinical  and  applied  research  relevant  to  breast  cancer.  Applications  will  be 
accepted  within  all  of  NCIs  extramural  program  areas  relevant  to  breast  cancer  as  outlined  below.  In  addition  to 
basic  research  projeres,  the  NCI  strongly  urges  the  submission  of  competing  applications  proposing  novel  projects 
that  represent  laboratory- to-cl inic  transitions  in  breast  cancer  or  that  offer  the  opportunity  for  participation  of 
women  or  under-represented  minority  individuals.  Interdisciplinary  collaborations  between  geneticists,  molecular 
biologists,  epidemiologist,  environmental  health  scientists,  public  health  officials  and  others  are  especially 
encouraged,  either  through  the  program  project  mechanism,  or  through  the  interactive  research  project  grant  (NIH 
Guide  for  Grants  and  Contracts,  Vol.  21,  No.  1,  January  10,  1992;  Announcement  PA-92-29). 

The  NCI  is  composed  of  four  programmatic  Divisions  that  support  extramural  research  relevant  to  this  program 
announcement.  The  spectrum  of  research  relevant  to  breast  cancer  encouraged  by  these  Divisions  is  as  follows: 

The  Division  of  Cancer  Etiology  plans  and  directs  a national  program  of  basic  and  applied  research,  including 
laboratory,  field,  epidemiologic  and  biometric  research  on  the  cause  and  natural  history  of  breast  cancer  and  the 
means  for  preventing  such  cancer,  and  evaluates  mechanisms  of  cancer  induction  and  promotion  by  chemicals, 
radiation,  viruses  and  environmental  agents.  Epidemiologic  research  activities  appropriate  to  this  Program 
Announcement  include  assessment  of  the  relative  contributions  and  interactions  of  lifestyle,  diet,  environment, 
occupation,  genetic  factors,  viruses,  radiation,  and/or  metabolism  on  breast  cancer  risk;  identification,  validation 
and  epidemiological  assessment  of  markers/indicators  of  environmental,  occupational,  dietary,  radiation,  chemical 
and/or  hormonal  exposures  likely  to  play  a role  in  the  etiology  of  breast  cancer.  Appropriate  studies  in  biological 
carcinogenesis  include:  elucidation  of  the  potential  role  of  viruses  and/or  other  biological  agents  in  human  breast 
cancer,  including  initiation  of  animal  model  systems,  investigations  of  the  changes  in  the  structure  or  regulation 
of  viral  oncogenies,  tumor  suppressor  genes,  and  other  cellular  genes  relevant  to  the  development  of  breast  cancer, 
and  development  of  microbial  vectors  such  as  bacteria  and  viruses  that  target  breast  tissues.  Studies  in  chemical 
and  physical  carcinogenesis  include  integrated  multidisciplinary  laboratory  investigations  in  carcinogenesis  and  its 
prevention  using  human  tissues,  whole  animal,  or  in  vitro  systems;  identification,  quantitation  and  validation  of 
biological,  chemical,  cellular  and  molecular  markers  for  temporal  stages  of  preneoplasia  and  neoplasia  and  their 
inhibition;  synthesis,  identification,  characterization  and  mechanism  of  action  of  inhibitors  of  breast 
carcinogenesis,  including  natural  inhibitors  in  the  human  environment;  determination  of  the  role  of  changes  in  the 
structure/regulation  of  oncogenies,  tumor  suppressor  genes,  and  other  cellular  genes  to  the  development,  progression 
and  biologic  behavior  of  breast  cancer  induced  by  chemical  and  physical  agents;  and  studies  on  the  roles  of  protein, 
peptide  and  steroid  hormones,  and  growth  factors,  in  the  development  and  progression  of  breast  cancer. 

The  Division  of  Cancer  Biology,  Diagnosis,  and  Centers  supports  research  on  the  cellular  and  molecular  biology  of 
malignant  cells,  the  role  of  the  immune  system  in  tumor  growth  and  progression,  and  on  the  transfer  of  basic 
research  findings  to  clinical  application  for  improved  diagnosis/prognosis  of  cancer.  In  breast  cancer  biology, 
areas  of  emphasis  include,  but  are  not  limited  to:  the  various  growth  factors  and  their  receptors  that  contribute 
to  the  growth  and  progression  of  human  breast  cancer,  the  target  genes  in  malignant  and  normal  breast  epithelium 
whose  expression  is  regulated  by  the  estrogen  or  progesterone  receptor,  the  cellular  mechanisms  responsible  for  the 
action  of  tamoxifen  on  breast  cells,  the  interplay  of  stromal  and  extracellular  matrix  components  with  breast 
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epithelium  in  facilitating  breast  cancer  growth  and  progression,  and  the  identification  of  genetic  modifications 
associated  with  the  progression  from  early  stage  cancer  to  more  malignant  tumors  and  the  related  functional  changes 
that  occur  in  the  affected  cells.  Of  special  interest  are  applications  that  utilize  human  breast  tumors  and  tumor 
cells  to  pursue  these  research  goals.  In  the  area  of  cancer  immunology,  specific  interests  include,  but  are  not 
limited  to:  identification  and  characterization  of  breast  cancer  antigens  recognized  by  T lymphocytes,  functional 
significance  of  leukocyte  infiltrates  in  breast  cancer,  cytokine  influences  on  immune  responsiveness  to  tumor, 
neuroendocrine immune  interactions,  immune  mechanisms  in  tumor  dormancy,  immune  control  of  tumor  metastasis  and  tumor 
modulation  of  host  immune  function.  Studies  are  specifically  solicited  for  further  research  in  these  areas  of 
immunology  aimed  at  the  eventual  development  of  vaccines  for  the  primary  or  secondary  prevention  of  breast  cancer. 
Cancer  diagnosis  emphasizes  evaluation  of  predictive  markers  for  breast  tumors  to  aid  therapeutic  decision  making, 
of  markers  for  monitoring  the  response  to  therapy  and  the  earlier  detection  of  recurrent  tumors,  and  identification 
of  individuals  at  risk  for  developing  breast  cancer. 

The  Division  of  Cancer  Prevention  and  Control  plans,  develops,  directs,  and  coordinates  research  on  prevention, 
control,  and  coirmunity  oncology.  Representative  studies  involve  the  identification  and  evaluation  of  agents  that 
may  inhibit  carcinogenesis  (initiation,  promotion,  transformation,  and/or  progression).  These  studies  could  include 
identification  of  appropriate  agents  through  literature  searches  or  laboratory  methods,  efficacy  and  toxicology 
studies  in  animals  to  aid  in  selection  of  materials  for  human  studies,  and  phase  I and  II  clinical  trials  of 
potential  preventive  agents.  Initiation,  validation  and  clinical  testing  of  biomarkers,  and  their  modulation  for 
prevention  and  early  detection  also  are  appropriate.  Other  research  could  focus  on  reduction  of  cancer  morbidity 
and  mortality  through  early  detection  including  identification  of  biological  markers  of  risk,  exposure,  and 
pre-mal ignant  events  of  progression.  Research  on  the  roles  of  nutrients,  food  groups,  and  other  dietary  components 
in  cancer  incidence  is  appropriate  including  the  influence  of  dietary  factors  on  the  modulation  of  cancer  risk 
markers  or  intermediate  endpoints.  Cancer  control  includes  research  on  the  development  and  testing  of  intervention 
strategies  to  modify  personal,  social,  and  lifestyle  factors  known  to  contribute  to  the  development  and/or  increased 
risk  of  cancer,  and  multidisciplinary  intervention  research  aimed  at  addressing  minority,  undeserved,  and  other 
special  populations.  Research  under  the  program  announcement  also  may  include  data  collection,  statistical  analysis 
and  mathematical  modeling,  health  services  research,  and  information  database  linkage  studies  to  monitor  progress 
toward  cancer  control,  particularly  pertaining  to  the  PHS  "Healthy  People  2000"  National  Goals. 

The  Division  of  Cancer  Treatment  plans,  directs,  and  coordinates  an  integrated  program  of  preclinical  and  clinical 
cancer  treatment  research  with  the  objective  of  curing  or  controlling  cancer  in  humans  by  utilizing  single  or 
combination  treatment  modalities.  Breast  cancer  requires  multi-modal  treatment  for  optimal  management  of  all  stages 
and  presentations  of  disease,  but  these  treatment  methods  cause  serious  morbidity  and  fail  to  cure  most  patients 
with  advanced  disease.  In  preclinical  breast  cancer  treatment  research,  there  is  an  urgent  need  to  translate  recent 
developments  in  the  molecular  biology  of  cancer  into  the  discovery  of  new  anticancer  treatments  whose  actions  will 
be  highly  specific  for  particular  genes  or  gene  products.  Exciting  areas  that  may  be  exploited  include  oncogenies 
such  as  the  HER-2/neu  oncogene  in  breast  cancer,  suppressor  genes,  signal  transduction,  cell  cycle  regulation, 
growth  factors/receptors,  metastasis,  and  angiogenesis.  Several  approaches  will  be  necessary  to  take  advantage  of 
these  new  opportunities.  Additional  topics  include,  but  are  not  limited  to,  drug  discovery  of  new  anticancer 
agents,  biochemical  and  molecular  mechanisms  of  antitumor  drug  action,  and  pharmacology  and  toxicology  of  antitumor 
agents.  Studies  to  circumvent  individual  and  multiple  drug  resistance  and  prevent  metastasis  of  these  cancers  to 
other  organs  are  included.  Clinical  research  opportunities  exist  in  the  areas  of  high-dose  chemotherapy  followed  by 
autologous  bone  marrow  rescue,  multidrug  resistance,  radiosensitizers,  adjuvant  chemotherapy,  innovative  surgical  or 
multi-modal  approaches,  particle  beam  irradiation,  novel  immune  therapies  and  genetic  manipulations  of  host  or 
malignant  tissues,  therapy  with  biological  products,  such  as  interleukins,  monoclonal  antibodies,  and/or  retinoic 
acid.  Studies  of  microbial  vectors  such  as  vaccinia  virus,  retroviruses,  adenoviruses  and  salmonellae  as  potential 
targeting  and  delivery  vehicles  in  experimental  therapeutics  also  are  appropriate.  Applications  that  address  these 
opportunities  for  breast  cancer  are  specifically  solicited. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately  affect  them.  This  policy  is 
intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented 
in  clinical  research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be 
provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  in 
Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full 
array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority 
population  groups  must  be  provided.  For  the  purposes  of  this  PA,  it  is  expected  that  females  will  be  the  major 
focus  of  the  proposed  research  project. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
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broadly,  and  this  should  be  addressed  by  applicants.  For  the  purposes  of  this  announcement,  females  are  expected  to 
be  major  gender  under  study. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 

If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  N I H funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  HD  20892,  telephone 
301/594-7248.  The  title  and  number  of  this  program  announcement  must  be  typed  in  line  2a  on  the  face  page  of  the 
application. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center 
for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a 
letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included  with  the 
appl i cat  ion. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATION 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be  reviewed 
for  scientific  and  technical  merit  either  by  study  sections  of  the  Division  of  Research  Grants  (DRG),  NIH,  or  by 
initial  review  committees  convened  by  the  Division  of  Extramural  Activities,  NCI,  in  accordance  with  the  standard 
NIH  peer  review  criteria  and  procedures  for  specific  award  mechanisms.  Applications  for  supplements  to  ongoing 
awards  will  be  assigned  for  review  on  the  basis  of  current  NIH  referral  guidelines,  and  reviewed  according  to 
criteria  applicable  to  the  mechanism  of  the  ongoing  award.  Following  scienti f ic-technical  review,  the  applications 
will  receive  a second-level  review  by  an  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Although  there  is  no  specified  set-aside  of  funds  for  these  awards,  all  meritorious  applications  submitted  in 

response  to  this  announcement,  if  assigned  to  the  NCI,  will  receive  consideration  for  a designation  of  high  program 

relevance  in  the  funding  plans  of  the  Institute.  The  President's  proposed  FY  1994  budget  for  the  NCI  specifically 
allocates  substantial  funds  for  breast  cancer.  Should  future  funding  appropriations  contain  language  designating 
funds  specifically  for  breast  cancer,  it  is  anticipated  that  competing  applications  submitted  in  response  to  this 
announcement  would  be  eligible  for  payment  with  such  funds.  Award  decisions  will  be  based  on  quality  of  the 

proposed  project  as  determined  by  peer  review,  availability  of  funds,  and  program  balance  among  research  areas  of 

the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  program  announcement  are  encouraged  and 
may  be  directed  to  the  NCI  Referral  Office  at  the  address  below.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 


NCI  Referral  Office 

Division  of  Extramural  Activities 

National  Cancer  Institute 

6130  Executive  Boulevard,  Room  636 

Bethesda,  MD  20892 

Telephone:  (301)  496-3428 

FAX:  (301)  402-0275 

Inquiries  will  be  referred  to  the  appropriate  NCI  Program  Director  in  one  of  the  program  Divisions  listed  under 
RESEARCH  OBJECTIVES. 

Direct  inquiries  regarding  fiscal  matters  to: 
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Ms.  Susan  Cook 

Grants  Administration  Branch 

National  Cancer  Institute 

6120  Executive  Boulevard,  Room  243 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  27 

FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  under  one  or  more  of  the  applicable 
sections:  No.  93.393,  No.  93.394,  No.  93.395,  No.  93.396,  and  No.  93.399.  Awards  are  made  under  authorization  of 
the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
review. 

HEALTH  CARE  QUALITY  IMPROVEMENT  AND  QUALITY  ASSURANCE  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  19,  May  21,  1993 

PA  NUMBER:  PA-93-084 

P.T.  34;  K.U.  0730020,  0730050 

Agency  for  Health  Care  Policy  and  Research 

PURPOSE 

The  purpose  of  this  program  announcement  (PA)  is  to  stimulate  research  and  evaluation  projects  addressing  health 
care  quality  improvement  and  quality  assurance.  Important  in  its  own  right,  this  area  of  research  takes  on  added 
prominence  in  the  context  of  health  care  reform.  As  efforts  are  made  to  increase  the  efficiency  with  which  health 
care  is  provided  and  to  curtail  unnecessary  expenditures,  measuring  and  assessing  the  adequacy  of  care  is  critical 
to  assure  that  quality  is  not  sacrificed.  The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  is  particularly 
interested  in  research  and  evaluation  projects  that  will  produce  results  within  one  to  two  years,  although  projects 
of  longer  duration  will  also  be  considered. 

HEALTH  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  Applications  responding  to  this  PA 
could  be  related  to  many  priority  areas.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  017-001 -00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  non-profit  organizations,  public  and  private,  including 
universities,  clinics,  units  of  State  and  local  governments,  non-profit  firms,  and  non-profit  foundations. 
Applications  from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  PA  will  use  the  research  project  grant  (R01).  Responsibility  for  the  planning,  direction,  and  execution  of  the 
proposed  project  will  be  solely  that  of  the  applicant.  Most  projects  are  expected  to  vary  from  one  to  two  years  in 
length.  This  PA  is  in  effect  through  July  1,  1995. 

RESEARCH  OBJECTIVES 

Background.  The  Omnibus  Budget  Reconciliation  Act  of  1989,  P.L.  101-239,  established  AHCPR  for  the  purpose  of 
enhancing  the  quality,  appropriateness,  and  effectiveness  of  health  care  services;  and  access  to  such  services.  The 
AHCPR  accomplishes  this  through  the  establishment  of  a broad  base  of  scientific  research;  and  the  promotion  of 
improvements  in  clinical  practice  and  in  the  organization,  financing,  and  delivery  of  health  care  services. 
Continuing  support  of  research  on  quality  improvement  and  quality  assurance  is  essential  to  AHCPR 's  efforts  to 
integrate  knowledge  about  the  effectiveness  of  health  care  into  clinical  practice.  Moreover,  focused  research  on 
quality  improvement  and  quality  assurance  is  particularly  important  at  this  time  of  health  care  reform. 

To  refine  a research  agenda  responsive  to  current  needs,  the  AHCPR  convened  a conference  in  Marference  1992  to 
examine  research  priorities  in  quality  improvement  and  quality  assurance.  The  conference  provided  a forum  for 
discussion  among  health  care  providers,  researchers,  policy  makers,  and  quality  improvement  and  quality  assurance 
professionals  working  in  both  public  and  private  delivery  settings.  Although  there  are  a variety  of  definitions  of 
quality  review  terms,  the  working  definitions  that  emerged  over  the  course  of  the  conference  are  used  here.  Quality 
improvement  refers  to  a set  of  specifiaches  to  improving  performance,  as  indicated  by  objective  measures,  and  using 
techniques  such  as  organizational  redesign,  cross- functional  management,  and/or  processes  of  continuous  improvement, 
such  as  quality  improvement  teams  and  a focus  on  customer-oriented  objectives.  Quality  assurance  refers  to  a wide 
range  of  internal  and  external  methods  used  to  assess  the  incidence  or  levels  of  quality  problems  and  assure  that 
quality  is  achieved. 

Several  common  themes  were  articulated  at  the  agenda  setting  conference.  First,  information  technologies  are  both  a 
driving  force  behind  and  a major  source  of  concern  in  evolving  quality  improvement  and  quality  assurance  systems. 
Second,  the  field  of  quality  improvement  holds  promise  for  major  changes  in  organization  and  practice.  But  there  is 
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currently  little  sound  evidence  of  its  effects  on  either  health  care  outcomes  or  delivery  system  efficiency. 

Finally,  there  is  a strong  interest  across  the  practice,  research,  and  payer  communities  in  evaluating  models  of 
quality  improvement  to  identify:  the  aspects  of  the  methods  and  processes  that,  work  best  in  different 
organizational  environments,  and  the  factors  that  facilitate  or  hinder  their  effectiveness.  A full  report  of  the 
March  conference  including  comprehensive  background  papers  and  summaries  of  identified  research  issues  "Putting 
Research  to  Work  in  Quality  Improvement,"  AHCPR  Pub  No.  93-0001,  is  scheduled  for  publication  in  Spring  1993. 
Applicants  may  also  refer  to  the  NIH  Guide  Announcement,  Volume  21,  No.  10,  March  13,  1992,  on  "Effective 
Dissemination  of  Health  and  Clinical  Information  and  Research  Issues"  (also  available  as  AHCPR  Publication  No. 
92-0045).  Issues  addressed  in  that  announcement  continue  to  be  of  interest,  but  are  not  repeated  here.  Applicants 
may  request  copies  of  these  documents  from  the  AHCPR  Hotline,  800-358-9295. 

Objectives 

The  objective  of  this  PA  is  to  stimulate  new  grant  applications  in  the  four  priority  areas  described  below: 

1.  Methods  and  Measures:  Improving  methods  and  measures  is  essential  to  facilitate  the  translation  of 
state-of-the-art  information  about  medical  effectiveness  into  better  medical  management,  including  measures  relevant 
to  consumers'  engagement  in  decisions  about  quality  health  care.  Research  issues  center  on  medical  review  criteria, 
performance  standards,  and  improving  the  science  of  quality  assessment  and  improvement.  Illustrative  questions 
include: 

o What  are  the  best  methods  for  developing,  implementing,  and  evaluating  explicit  medical  review  criteria?  Where 
expert  panels  are  the  source  of  criteria,  how  do  composition  of  the  panels  and  the  methods  by  which  they  operate 
affect  acceptability  and  utility  of  panel  recommendations?  What  are  the  differences  in  content  and  usefulness  of 
nationally  versus  locally  developed  criteria? 

o What  data  are  needed  on  the  process  and  outcome  of  care  to  help  improve  quality?  How  can  patient  care  episodes 
be  framed  to  permit  measurement  of  quality  of  care  longitudinally  across  the  complete  range  of  care  settings?  How 
can  the  contribution  to  outcome  of  patient  characteristics  and  other  non-clinical  factors  be  measured?  How  can  they 
be  controlled  for,  to  improve  clarity  of  attribution  of  outcomes  to  the  care  process?  What  aspects  of 
provider-patient  communication  should  be  addressed  in  quality  assurance  and  quality  improvement  systems? 

o What  methods  of  feedback  regarding  quality  of  care  for  practitioners,  patients/consumers,  and  systems  are  most 
likely  to  lead  to  change  in  practice  patterns?  What  elements  of  practice  are  most  amenable  to  change? 

o How  can  the  reliability  and  validity  of  commonly  used  quality  measures  be  evaluated  or  improved,  or  substitutes 
provided?  Is  the  incorporation  of  these  measures  into  quality  assurance  or  quality  improvement  systems  cost 
effective?  How  do  approaches  such  as  screening,  auditing,  profiling,  and  implementing  clinical  practice  guidelines 
change  measurement  requirements?  How  do  such  strategies  compare  in  effectiveness  and  cost? 

2.  Information  Technologies:  Research  priorities  for  information  technologies  focus  on  availability,  quality,  and 
specificity  of  data  for  quality  assessment  and  on  specific  ways  to  address  the  social  and  behavioral  barriers  to 
using  new  information  technologies  such  as  automated  medical  records  and  decision  support  systems,  or  to  development 
and  availability  of  comprehensive  data.  Illustrative  questions  include: 

o How  effective  are  automated  information  systems  as  tools  for  improving  the  quality  of  patient  care?  How  are  the 
data  in  existing  information  systems  used,  and  what  elements  should  be  added  to  improve  the  systems,  quality 
measurement,  and  quality  of  care?  Do  they  allow  for  more  efficient  delivery  of  care? 

o How  can  patient-specific  and  provider-specific  probabilities  and  utilities  be  optimally  incorporated  into 
decision  support  systems? 

o What  are  the  factors  that  influence  the  adoption  of  information  systems  technology  in  quality  assurance  and 
improvement  programs?  What  innovations  of  technology,  or  initiatives  in  policy  or  legislation  have  the  potential  to 
resolve  the  problems  of  privacy  and  confidentiality  of  patient-based  electronic  records?  What  are  the  barriers  to 
their  implementation? 

3.  The  Organization  of  Quality  Improvement  and  Assurance:  Research  on  organization  and  system  issues  is  necessary 
if  new  methods  and  measures  are  to  be  incorporated  effectively  into  ongoing  health  care  programs.  Relevant  issues 
include  organizational  readiness  and  capacity  to  accept  and  use  new  methods  and  technologies,  institutional  and 
professional  culture,  and  public  demands  and  expectations.  Research  is  needed  on:  how  different  approaches  to 
designing  and  implementing  quality  improvement  can  be  structured  to  work  in  and  across  different  health  care 
delivery  settings,  including  institutional  and  noninstitutional  long-term  care;  how  responsibility  for  monitoring 
quality  is  allocated  among  internal  and  external  review  entities;  and  what  resources  are  needed  to  assure  and 
improve  health  care  quality.  There  is  a continuing  need  for  descriptive  and  comparative  information  on  what  is 
happening  in  quality  review  systems  throughout  the  country,  as  well  as  a need  for  more  information  on  State  and 
Federal  regulation,  accreditation  programs,  and  certification  systems.  Illustrative  questions  include: 

o What  factors  affect  organizational  readiness  to  adopt  quality  improvement  methods  and  programs?  How  do 
management  variables  influence  the  process  of  care  and  decision  making,  and  how  do  these,  in  turn,  influence  care 
outcomes? 

o What  have  been  the  measurable  effects  on  the  cost,  quality,  and  effectiveness  of  the  health  care  provided  by 
organizations  using  quality  improvement?  How  have  improvements  been  achieved?  Can  characteristics  of  effective 
versus  less  effective  quality  improvement  be  measured? 

o What  are  the  effects  of  oversight?  Can  an  optimal  relationship  be  identified  between  an  external  and  internal 
review  of  quality  of  care  in  a delivery  setting?  How  does  external  review  stimulate,  support,  or  subvert  internal 
quality  improvement  or  quality  assurance? 
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o Uhat  common  measures  or  tools  of  quality  improvement  are  needed/used  to  link  participants  in  integrated  community 
systems?  How  can  the  use  of  common  measures  be  facilitated? 

4.  Using  Quality-related  Information:  Information  on  quality  of  care  is  of  increasing  interest  to  patients, 
purchasers  of  insurance,  and  providers  alike;  and  is  crucial  to  managed  competition  approaches  to  health  care 
reform.  Illustrative  questions  include: 

o Does  providing  information  about  quality  of  care  to  patients,  or  information  about  patient  experiences  and 
expectations  to  clinicians  and  provider  organizations,  improve  care?  At  what  stage  or  stages  in  the  quality 
improvement  process  should  this  exchange  of  information  take  place? 

o How  do  patients  and  purchasers  make  judgments  about  quality  and  effectiveness  of  health  care?  What  are  the 
effects  of  data  about  quality  on  patient  health-related  behaviors,  health  care  seeking  behavior,  or  satisfaction 
with  care? 

o Uhat  information  about  quality  of  care  do  patients  and  purchasers  perceive  as  useful  in  making  informed  decisions 
when  they  choose  among  providers?  How  can  they  be  assisted  in  interpreting  and  using  quality  improvement  and 
quality  assurance  data?  Does  the  availability  of  this  information  improve  their  decisions  in  some  measurable  way? 

o What  can  be  learned  from  existing  partnerships  between  health  care  providers  and  purchasers  regarding  quality 
improvement  and  quality  assurance  goals?  Can  their  approaches  to  using  information  about  quality  be  evaluated 
objectively  and  related  to  success  in  achieving  quality  improvement  and  quality  assurance  goals? 

o Does  provision  of  quality-related  information  encourage  development  of  common  measures  across  modes  of  care  and 
facilities  so  that  longitudinal  and  population-based  evaluation  of  quality  of  care  becomes  possible? 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  requires  all  applicants  for  research  grants  to  include  minorities  and  women  in  study  populations  so  that 
research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease,  disorder,  or  condition  under  study. 
Special  emphasis  must  be  placed  on  including  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions 
which  disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women 
or  minorities  are  excluded  or  inadequately  represented  in  research,  a clear  and  compelling  rationale  must  be 
provided. 

This  policy  applies  to  all  AHCPR  research  grants.  The  AHCPR  will  not  award  grants  for  applications  which  do  not 
comply.  If  the  application  does  not  contain  the  required  information,  it  will  be  returned  without  review. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in 
Sections  1 to  4 of  the  Research  Plan  and  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  AHCPR  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to 
include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  ( i . e . , American 
Indians/Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  Hispanics).  Where  appropriate,  the  applicant  must  provide 
the  rationale  for  studies  on  single  minority  population  groups. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully.  Since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

Peer  reviewers  will  address  specifically  whether  the  applicant's  research  plan  conforms  to  these  policies.  If  the 
representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 

and  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness 
or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91),  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  State  and  local  governments  may  use  Form  PHS 
5161  and  submit  an  original  and  two  copies  of  the  application. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD 
20892,  telephone  301/594-7248;  and  from  the  Office  of  Scientific  Review,  Agency  for  Health  Care  Policy  and  Research, 
Suite  602,  2101  East  Jefferson  Street,  Rockville  MD  20852,  telephone  301-227-8449.  The  title  and  number  of  the  PA 
must  be  typed  in  section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  19  - May  21,  1993 

10 


The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  announcement  that  is 
essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending 
application.  The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed.  This 
does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications 
must  include  an  introduction  addressing  the  previous  critique. 

Applicants  are  encouraged  to  apply  by  the  earliest  possible  submission  date.  The  first  due  date  is  June  1,  1993. 
Thereafter,  through  July  1995,  the  due  dates  for  new  applications  are  October  1,  February  1,  and  June  1. 

Applications  for  R01  grants  must  be  received  by  the  Division  of  Research  Grants,  NIH.  An  application  received  after 
the  deadline  may  be  acceptable  if  it  carries  a legible  proof-of-mai l ing  date  assigned  by  the  carrier  and  the  proof- 
of-mailing  date  is  not  later  than  1 week  prior  to  the  deadline  date. 

REVIEW  CONSIDERATION 

Upon  receipt,  applications  will  be  reviewed  for  completeness  and  responsiveness.  Incomplete  applications  will  be 
returned  to  applicants  without  further  consideration.  Review  criteria  for  grant  applications  are  significance  and 
originality  from  a scientific  and  technical  viewpoint;  adequacy  of  the  method  to  carry  out  the  project;  availability 
of  the  data  or  the  proposed  plan  to  collect  data  required  for  the  project;  qualifications  and  experience  of  the 
principal  investigator  and  proposed  staff;  adequacy  of  the  plan  for  organizing  and  carrying  out  the  project; 
reasonableness  of  the  proposed  budget;  and  adequacy  of  the  facilities  and  resources  available  to  the  applicant. 

Applications  will  be  evaluated  in  accordance  with  the  criteria  stated  above  for  scientific/technical  merit  by  an 
appropriate  peer  review  group.  Applications  assigned  to  the  AHCPR  and  requesting  total  direct  costs  in  excess  of 
$50,000  may  be  reviewed  by  the  National  Advisory  Council  for  Health  Care  Policy,  Research,  and  Evaluation.  Funding 
will  be  based  on  recommendations  from  the  peer  review  and  AHCPR' s Council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered  in 
making  funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer  review,  availability  of  funds,  and 
program  balance  among  research  areas  of  the  announcement.  The  anticipated  dates  of  award  for  applications  are  10 
months  from  the  date  of  submission.  The  AHCPR  is  particularly  interested  in  funding  policy  relevant  proposals  that 
can  be  completed  within  one  to  two  years. 

INQUIRIES 

Those  considering  applying  in  response  to  this  PA  are  strongly  encouraged  to  discuss  their  project  with  AHCPR 
program  administrators  before  formal  submission.  The  AHCPR  welcomes  the  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants.  Direct  inquiries  regarding  programmatic  issues  to: 

Bertha  D.  Atelsek 

Center  for  General  Health  Services  Extramural  Research 

Agency  for  Health  Care  Policy  and  Research 

2101  East  Jefferson  Street,  Suite  502 

Rockville,  MD  20852 

Telephone:  (301)  227-8352,  Ext.  Ill 

Direct  inquiries  regarding  fiscal  matters  to: 

Ralph  SI  oat 

Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street,  Suite  601 
Rockville,  HD  20852 
Telephone:  (301)  227-8447 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.180  and  93.226.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IX,  as  amended  (Public  Laws  101-239  and  102-410)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  67,  Subpart  A,  and  45  CFR  Part  74  (45  CFR 
Part  92  for  State  and  local  governments).  This  program  is  not  subject  to  the  intergovernmental  review  requirements 
of  Executive  Order  12372. 

BIOLOGICAL  FACTORS  INFLUENCING  SEXUAL  TRANSMISSION  OF  HUMAN  I HHUNOOE F I C 1 ENCY  VIRUS 

NIH  GUIDE.  Volume  22,  Number  19,  May  21,  1993 

PA  NUMBER:  PA-93-085 

P.T.  34;  K.W.  0715182,  1002000 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

PURPOSE 

Knowledge  of  the  biological  factors  that  influence  the  sexual  transmission  of  HIV  is  critical  to  prevention  efforts, 
including  vaccine  and  topical  virucide  development.  Although  some  progress  has  been  made  in  identifying  behavioral 
risk  factors  for  sexual  transmission  of  human  immunodeficiency  virus  (HIV),  little  is  known  about  the  biologic 
determinants  of  infectivity  and  susceptibility.  The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID), 
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the  National  Institute  of  Child  Health  and  Human  Development  (NICHD),  and  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  invite  invest igator- ini tiated  research  applications  focused  on  the  studies 
directed  at  elucidation  of  the  biology  of  sexual  transmission  of  HIV.  Prior  to  preparing  an  application, 
prospective  applicants  are  strongly  encouraged  to  consult  with  the  NIH  staff. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement  (PA), 
Biological  Factors  Influencing  Sexual  Transmission  of  HIV,  includes  the  priority  areas  of  immuni zation  and 
infectious  diseases,  sexually  transmitted  diseases,  and  HIV  infection.  Potential  applicants  may  obtain  a copy  of  a 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and  private, 
such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions 
are  not  eligible  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  award. 

MECHANISMS  OF  SUPPORT 

Applications  considered  appropriate  responses  to  this  announcement  are  the  research  project  grant  (R01)  and  the 
FIRST  award  (R29).  Although  no  funds  are  specifically  set  aside  for  funding  grants  submitted  in  response  to  this 
program  announcement,  the  NIAID,  NICHD,  and  NIDDK  regard  research  in  this  area  as  a high  priority,  and  of  great 
si gni f i cance. 

RESEARCH  OBJECTIVE 

Background 

Currently,  the  Division  of  AIDS,  NIAID,  is  supporting  epidemiological  studies  on  sexual  transmission,  e.g.,  the 
Heterosexual  AIDS  Transmission  Study,  Multicenter  AIDS  Cohort  Study,  and  the  San  Francisco  Young  Men’s  Health  Study 
for  understanding  conditions  or  behaviors  that  promote  sexual  transmission.  Studies  on  strategies  for  eliciting 
protective  regional  mucosal  immunity  in  the  female  or  male  reproductive  tracts,  and  in  the  rectum  to  block  the 
transmission  of  HIV  will  be  supported  by  a recently  issued  RFA,  Collaborative  Mucosal  Immunology  Groups  for  AIDS 
Vaccines  (AI-93-008).  Because  there  is  very  limited  information  on  biological/cellular  aspects  that  affect  sexual 
transmission,  there  is  a need  to  stimulate  research  in  this  area. 

The  objective  of  this  program  announcement  is  to  stimulate  research  on  the  biological  factors  influencing  HIV  sexual 
transmission.  It  is  anticipated  that  the  investigators  may  collaborate  to  test  hypotheses  in  animal  models  and  to 
evaluate  human  studies  including  clinical  samples.  The  NIH  staff  will  assist  investigators  in  identifying  potential 
collaborators  and  resources  including  cohorts  for  the  study.  Examples  of  research  studies  encouraged  include,  but 
are  not  limited  to,  the  following: 

o Biological  mechanism  of  cell-free  versus  cell-  associated  viral  entry  across  the  genital  mucosal  barrier, 
including  such  aspects  as  virus  variability,  tropism,  and  stability. 

o Cell  types  and  location  of  HIV  infected  cells  in  the  reproductive  tract  and  in  vaginal,  seminal,  and  rectal 
fluids. 

o Cells  initially  infected  by  HIV  during  sexual  transmission  and  how  the  virus  is  disseminated  into  circulation. 

o Changes  in  HIV  transmissibi lity  that  correlate  with  disease  progression  by  comparing  HIV  in  vaginal,  seminal,  and 
rectal  fluids  by  comparison  with  HIV  from  blood/serum  or  lymphoid  tissue,  the  number  of  CD4  positive  cells  and/or 
other  surrogate  markers  of  HIV  progression. 

o Biological  factors  in  vaginal  and  cervical  mucosal  tissues  that  may  affect  host  susceptibility  to  HIV;  e.g., 
infection  with  other  pathogens,  irritation  or  inflammation  from  any  cause,  and  confection  with  other  sexually 
transmitted  pathogens;  menstrual  cycle,  pregnancy,  menopause,  or  hormones. 

o Biological  factors  that  may  affect  the  level  and  transmissibi lity  of  cell-free  HIV  and/or  cell-associated  virus 
in  vaginal,  seminal  and  rectal  fluids  i.e.,  infection  with  other  pathogens  including  those  that  are  sexually 
transmitted,  irritation  and  inf lanmation  from  any  cause;  menstrual  cycle,  pregnancy,  menopause,  or  hormones. 

o Effect  of  anti-retroviral  or  other  therapeutic  interventions  on  the  level  and  transmissibi lity  of  HIV  in  vaginal, 
seminal,  and  rectal  fluids  or  tissues. 

o Potential  role  of  immunosuppressive/immunomodulating  factors  in  the  reproductive  tract,  including  studies  of 
neutralization/facilitation  of  HIV  transmission  by  antibodies  to  HIV  in  semen  and  vaginal  secretions. 

o Role  of  antiviral  defense  mechanisms  in  HIV  transmission,  e.g.,  the  effect  of  low  pH,  lysozyme,  hydrogen 
peroxide,  and  lactoferrin  in  vaginal  fluids. 

o Sexual  transmission  of  SIV/HIV  in  monkey  animal  models;  e.g.,  determination  of  how  virus  gets  through  the 
reproductive  tract  into  the  blood  stream;  to  identify  target  cells  infected  in  vaginal  and  rectal  mucosa; 
delineation  of  mechanisms  of  SIV/HIV  spread  from  mucosal  to  systemic  lymphoid  systems  in  the  male  and  female 
reproductive  tracts;  study  of  the  effects  of  menstrual  cycle  including  menopause,  pregnancy,  oral  or  injectable 
steroid  contraceptives,  and  assessment  of  the  role  of  irritation  and  inflammation  due  to  any  cause  including 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  19  - May  21,  1993 

12 


infection  with  other  pathogens  in  increasing  susceptibility  following  SIV/HIV  exposure.  The  effect  of  anti-HIV/SIV 
antibody  coated  virus  on  transmission  would  also  be  of  interest. 

Applications  should  each  focus  on  a central  theme.  Because  issues  of  molecular  biology,  immunology,  virology, 
reproductive  physiology  and  pathology,  sexually  transmitted  diseases,  clinical  care,  epidemiology,  biostatistics  and 
SIV/HIV  animal  models  may  need  to  be  addressed  in  a coordinated  manner,  collaboration  among  investigators  having 
expertise  in  these  and  other  appropriate  disciplines  is  strongly  encouraged. 

Applicants  are  encouraged  to  coordinate,  through  the  use  of  consortium  arrangements  or  subcontracts,  integrated 
approaches  with  investigators  or  institutions  with  demonstrated  ability  in  a particular  area  of  research,  or  who 
have  access  to  relevant,  already  enrolled,  patient  populations  or  are  conducting  studies  on  animal  models  in  AIDS 
research.  Involvement  of  such  institutions  to  obtain  specimens  at  little  or  no  extra  cost  to  the  grant  is 
encouraged.  Listings  of  institutions  and  Pis  conducting  such  studies  and/or  resources  will  be  provided. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately  affect  them.  This  policy  is 
intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented 
in  clinical  research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be 
provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  (rev. 
9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full 
array  of  United  States  racial/ethnic  minority  populations  < i . e . , Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority 
population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which  human 
tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to  include 
human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants.  For  foreign  awards,  the  policy  on  inclusion  of  women  applies 
fully;  since  the  definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss  the  relevance  of 
research  involving  foreign  population  groups  to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 

If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
receipt  dates  for  applications  for  AIDS-related  research:  January  2,  May  1,  and  September  1.  Application  kits  are 
available  at  most  institutional  offices  for  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood  Building,  Room  449,  Bethesda,  MD 
20892,  telephone  (301)  594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face 
page  of  the  application  and  the  "YES"  box  marked. 

The  completed  original  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

FIRST  (R29)  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the 
original  application.  FIRST  applications  submitted  without  the  required  number  of  reference  letters  will  be 
considered  incomplete  and  will  be  returned  without  review. 
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Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  N I H National  Center 
of  Research  Resources  may  wish  to  identify  the  Center  as  a resource  for  conducting  the  proposed  research.  If  so,  a 
letter  of  agreement  from  the  GCRC  Program  Director  must  be  included  in  the  application  material. 

REVIEW  CONSIDERATIONS 

Applications  in  response  to  this  announcement  will  be  assigned  on  the  basis  of  established  Public  Health  Service 
Referral  Guidelines.  Each  application  must  be  complete  in  itself  and  must  be  able  to  stand  on  its  own  merit. 
Applications  will  be  reviewed  independently  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of 
Research  Grants,  NIH,  and  in  accordance  with  the  standard  NIH  peer  review  criteria  for  traditional  research  grant 
applications.  A second- level  of  review  will  be  provided  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  of  significant  and  substantial  merit 
assigned  to  that  institute.  The  following  will  be  considered  when  making  funding  decisions:  quality  of  the 
proposed  project  as  determined  by  peer  review,  program  balance  among  research  areas  of  the  announcement,  and 
availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA  and  inquiries  about  whether  or  not 
specific  proposed  research  would  be  appropriate  for  this  mechanism  are  encouraged.  Direct  inquiries  regarding 
programmatic  issues  to: 

Dr.  Opendra  K.  Sharma,  or  Dr.  Gregory  Milman 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard,  Room  2B-35 

Bethesda,  MD  20892 

Telephone:  (301)  496-8378 

FAX:  (301)  480-5703 

Dr.  Nancy  J.  Alexander 
Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 

6100  Executive  Boulevard,  Room  88-13 

Bethesda,  MD  20892 

Telephone:  (301)  496-1661 

FAX:  (301)  496-0962 

Dr.  Leroy  M.  Nyberg 

Division  of  Kidney,  Uro logic,  and  Hematologic  Disorders 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05A 

Bethesda,  MD  20892 

Telephone:  (301)  594-7522 

FAX:  (301)  594-7501 

Direct  inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Jane  Unsworth 

AIDS  Grants  Management  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard,  Room  4B-25 

Bethesda,  MD  20892 

Telephone:  (301)  496-6177 

FAX:  (301)  402-1506 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  Catalogue  of  Federal  Domestic  Assistance,  Nos.  93.855,  Immunology,  Allergy  and 
Immunology  Diseases  Research;  93.856,  Microbiology  and  Infectious  Diseases  Research.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR  Part  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  review. 

GENETIC  STUDIES  IN  ALCOHOL  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  19,  May  21,  1993 

PA  AVAILABLE:  PA-93-086 

P.T.  34;  K.W.  0404003,  1002019,  1002008 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

THE  PROGRAM  ANNOUNCEMENT  (PA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  PA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 
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PURPOSE 


The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  ( N I AAA ) is  seeking  research  grant  applications  to  study  the 
genetic  basis  of  alcoholism  and  the  medical  consequences  of  excessive  alcohol  consumption.  Alcoholism  has  been 
recognized  for  over  a century  as  a familial  condition,  and  considerable  evidence  has  accumulated  in  support  of 
important  roles  for  both  genes  and  environment  in  its  etiology.  The  specific  genetic  factors  underlying 
susceptibility  to  alcoholism  and  its  complications  remain,  however,  largely  unknown.  The  NIAAA  encourages  the 
submission  of  grant  applications  proposing  use  of  current  genetic  methods  to  elucidate  these  factors,  either  in 
humans  or  in  animal  models.  Characterization  and  isolation  of  genes  underlying  susceptibility  to  alcoholism  and  its 
complications  will  allow  early  identification  of  individuals  at  risk,  will  help  improve  the  design  of  studies  of 
environmental  factors  conducive  to  alcoholism  and  its  complications,  and  may  ultimately  improve  pharmacotherapy  for 
alcoholism  and  its  complications  by  facilitating  the  design  of  drugs  that  interact  with  the  products  of  these  genes. 
Insofar  as  a capacity  to  prevent  and  remediate  excessive  consumption  of  alcohol  will  naturally  lead  to  a reduction 
in  the  occurrence  of  its  attendant  medical  complications,  the  NIAAA's  primary  interest  is  in  factors  predisposing  to 
excessive  alcohol  consumption. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Genetic 
Studies  in  Alcohol  Research,  is  related  to  the  priority  area  of  alcohol  abuse  reduction.  Potential  applicants  may 
obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary  Report:  Stock  No. 

01 7-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone:  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit  organizations, 
such  as  universities,  colleges,  hospitals,  research  institutes  and  organizations,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Uomen  and  minority  investigators  are  encouraged  to 
apply.  Foreign  applicants  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  awards 
(R29). 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  obtained  through  applications  for  a research  project  grant  (R01),  small  grant  (R03), 
exploratory/developmental  grant  (R21),  or  FIRST  (R29)  award. 

Potential  applicants  for  small  grants  (R03),  exploratory/developmental  grants  (R21),  and  FIRST  (R29)  awards  may 
obtain  copies  of  the  specific  announcements  for  these  programs  from  the  National  Clearinghouse  for  Alcohol  and  Drug 
Information,  P.0.  Box  2345,  Rockville,  MD  20847-2345,  telephone  301-468-2600  or  1-800-729-6686.  Although  program 
project  grants  ( P0 1 ) will  be  considered  for  funding,  due  to  budget  constraints  and  NIAAA  requirements  for  program 
balance,  applications  are  not  generally  encouraged.  Applications  for  program  projects  may  not  be  submitted  without 
presubmission  clearance  by  NIAAA  program  staff. 

FUNDS  AVAILABLE 

Although  the  NIAAA  desires  to  stimulate  research  in  this  area,  no  specific  funds  are  being  allocated  for  this 
program  at  this  time.  The  amount  of  funding  available  will  depend  on  appropriated  funds,  quality  of  research 
proposals,  and  program  priorities  at  the  time  of  the  award.  In  FY  1992,  six  new  and  competing  renewal  grants 
related  to  this  program  area  were  funded  for  approximately  $1,213,000  in  total  costs. 

RESEARCH  OBJECTIVES 

The  following  list  of  topics  is  intended  only  to  illustrate  NIAAA  interests;  topics  not  mentioned  are  not 
necessarily  excluded  from  consideration. 

Twin  and  adoption  studies  as  a means  of  defining  more  precisely  which  aspects  of  the  alcoholic  phenotype  are  most 
strongly  heritable. 

Studies  to  find  genetic  markers  that  cosegregate  with  alcoholism  and  its  complications  in  pedigrees  of  alcoholic 
families,  or  that  are  associated  with  these  disorders  in  populations.  Case-controlled  allelic  association  studies 
are  considered  responsive  to  this  program  announcement  only  when  the  investigator  expresses  a clear  intent  to 
confirm  any  positive  findings  with  evidence  from  other  sorts  of  studies  (e.g.,  linkage  analysis).  NIAAA  would 
particularly  like  to  encourage  investigators  wishing  to  test  newly  developed  methods  of  pedigree  analysis  that  have 
the  potential  to  detect  linkage  in  the  presence  of  genetic  heterogeneity. 

Studies  to  elucidate  specific  genetic  factors  predisposing  to  medical  complications  of  alcoholism  (e.g.,  liver 
cirrhosis,  cardiomyopathy,  pancreatitis,  Wernicke-Korsakoff 's  Syndrome),  and  fetal  alcohol  syndrome  (FAS). 

QTL  mapping  of  genes  influencing  ethanol  - related  behaviors  (e.g.,  ethanol  sensitivity,  preference,  tolerance, 
locomotor  stimulation,  and  withdrawal)  in  rodents. 

Targeted  disruption  of  mouse  genes  encoding  products  known  to  play  a role  in  the  ontogeny  and  function  of  the 
nervous  and  endocrine  systems  and  that  might  serve  as  possible  targets  for  the  actions  of  ethanol. 

Genetic  analyses  of  less  well-studied  aspects  of  ethanol  related  animal  behavior  (e.g.,  consumption  of  ethanol  after 
stress,  ethanol  effects  on  aggression  and  anxiety,  ability  of  ethanol  to  serve  as  a behavioral  reinforcer,  animal 
behaviors  thought  to  model  aspects  of  human  emotionality  and  personality)  that  might  be  informative  about  human 
ethanol  related  behavior. 
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Genetic  analysis  (especially  by  mutagenesis  screens)  of  ethanol-related  behavior,  as  well  as  effects  on  CNS  function 
and  development  in  the  fruit  fly  Drosophila  melanogaster  and  the  soil  nematode  Caenorhabdi t i s elegans. 

Tests  of  the  effects  of  ethanol  on  the  expression  of  genes  believed  to  play  a role  in  specification  of  the  embryonic 
body  plan,  especially  those  involved  in  development  of  the  CNS.  Tests  of  the  roles  of  such  genes  in  ethanol -induced 
teratogenesis  by  targeted  disruption  in  mice.  Both  types  of  proposal  will  be  considered  responsive  to  this  program 
announcement  only  if  they  articulate  explicit  mechanistic  hypotheses  about  how  changes  in  the  function  of  the  genes 
proposed  for  study  could  lead  to  observed  patterns  of  ethanol- induced  teratology. 

Happing  (either  by  single-gene  or  QTL  approaches)  genes  responsible  for  interstrain  differences  in  susceptibility  to 
ethanol -induced  teratogenesis. 

Attempts  to  induce  teratogenesis  by  ethanol  treatment  in  the  zebra  fish  Brachydanio  rerio,  and,  if  these  attempts 
are  successful,  intensive  genetic  analysis  of  this  process. 

SPECIAL  REQUIREMENTS 

In  accordance  with  the  PHS  policy  relating  to  distribution  of  unique  research  resources  produced  with  PHS  funding 
(NIH  Guide  for  Grants  and  Contracts,  Vol.  21,  No.  33,  pgs  4-5,  September  11,  1992),  investigators  proposing  the 
development  of  certain  specialized  genetic  lines  of  animals  (see  RESEARCH  OBJECTIVES,  Animal  Genetics,  QTL  Mapping, 
above)  will  be  required  to  submit  an  explicit  plan  for  making  them  available  to  other  researchers  desiring  to  use 
them  before  an  award  will  be  made. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  NIH  funding  components  will  not 
award  grants  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  the  grant  application  form  PHS  398  (rev.  9/91).  Applications  will  be  accepted  at  the  standard 
deadlines  as  indicated  in  the  application  kit.  Application  kits  containing  the  necessary  forms  and  instructions 
(PHS  398)  may  be  obtained  from  institutional  offices  of  sponsored  research  at  most  universities,  colleges,  medical 
schools,  and  other  major  research  facilities,  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248.  Applicants 
for  FIRST  Awards  (R29)  must  include  three  letters  of  reference.  Non-conforming  applications  will  be  returned 
without  being  reviewed. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center 
for  Research  Resources  may  wish  to  identify  the  Center  as  a resource  for  conducting  the  proposed  research.  If  so,  a 
letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  should  be  included  in  the 
application  material. 

The  signed  original  and  five  permanent,  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  received  under  this  announcement  will  be  assigned  to  an  Initial  Review  Group  (IRG)  in  accordance  with 
established  PHS  Referral  Guidelines.  The  IRG,  consisting  primarily  of  non-Federal  scientific  and  technical  experts, 
will  review  the  applications  for  scientific  and  technical  merit.  Applications  will  receive  a second-level  review  by 
an  appropriate  National  Advisory  Council,  whose  review  may  be  based  on  policy  as  well  as  considerations  of 
scientific  merit.  Small  Grants  (R03s)  do  not  require  a second  level  review. 

REVIEW  CRITERIA 

Research  grant  applications  will  be  reviewed  based  on  standard  criteria  for  scientific  and  technical  merit.  The 
review  criteria  for  Small  Grants  (R03),  Exploratory/Developmental  Grants  (R21),  FIRST  Awards  (R29),  and  Program 
Projects  (POD  are  contained  in  their  respective  program  announcements. 

AWARD  CRITERIA 

Applications  recommended  for  approval  will  be  considered  for  funding  on  the  basis  of  the  overall  scientific  and 
technical  merit  of  the  proposal  as  determined  by  peer  review,  programmatic  needs  and  balance,  and  the  availability 
of  funds. 

INQUIRIES 

Potential  applicants  are  encouraged  to  seek  preapplication  consultation  and  may  contact  the  individuals  listed  below 
for  consultation  in  preparing  an  application  under  this  announcement. 
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Direct  inquiries  regarding  genetic  studies  and  requests  for  the  PA  to: 


Robert  W.  Karp,  Ph.D. 

Genetics  Program 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16C-05 

Rockville,  MD  20857 

Telephone:  (301)  443-4223 

FAX:  (301)  227-8673 

Inquiries  related  to  fiscal  matters  may  be  directed  to: 

Joseph  Weeda 

Grants  Management  Branch 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16-86 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

FAX:  (301)  443-3891 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authorization  of  the  Public  Health  Service  Act,  Sections  301  and  464H,  and  administered  under  the  PHS  policies  and 
Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92, 
"Administration  of  Grants  and  45  CFR  Part  46,  "Protections  of  Human  Subjects."  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

MRSA  INSTITUTIONAL  TRAINING  GRANTS  FOR  ACQUIRED  1 HHUNODE F 1 C I ENCY  SYNDROME 

NIH  GUIDE.  Volume  22,  Number  19,  May  21,  1993 

PA  NUMBER:  PA-93-087 

P.T.  44;  K.U.  0715008,  0720005 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Mental  Health 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  and  the  National  Institute  of  Mental  Health  (NIMH) 
invite  applications  from  institutions  to  develop  or  enhance  research  training  for  pre-doctoral  students  and 
postdoctoral  fellows  in  specific  targeted  areas  of  HIV  and  AIDS  research.  Prior  to  preparing  an  application, 
prospective  applicants  are  strongly  encouraged  to  consult  with  the  NIH  staff. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement,  NRSA 
Institutional  Training  Grants  for  Acquired  Immunodeficiency  Syndrome,  is  related  to  the  priority  area  of  HIV 
infection.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 

017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325,  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit  private  and  public  institutions  to  support  research  training 
programs.  The  applicant  institution  must  have  the  staff  and  facilities  required  for  the  proposed  program.  The 
training  program  director  at  the  institution  will  be  responsible  for  the  selection  and  appointment  of  trainees  to 
receive  support  and  for  the  overall  direction  of  the  program. 

The  individuals  to  be  trained  on  a National  Research  Service  Awards  (NRSA)  training  grant  must  be  citizens  or 
non-citizen  nationals  of  the  United  States,  or  have  been  lawfully  admitted  for  permanent  residence  (i.e.,  in 
possession  of  the  Alien  Registration  Receipt  Card  1-551  or  1-151)  at  the  time  of  appointment.  Individuals  on 
temporary  or  student  visas  are  not  eligible.  NRSA  research  training  grants  may  not  be  used  to  support  studies 
leading  to  the  M.D.,  D.O.,  D.D.S.,  D.V.M.,  or  other  similar  health-professional  degree.  Programs  able  to  provide 
predoctoral  and  concomitant  postdoctoral  training  to  Ph.D.s,  M.D.s,  and  D.V.M.s  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  announcement  will  be  the  National  Research  Service  Award  institutional 
training  grant  (T32)  and  institutions  are  subject  to  the  eligibility  and  evaluation  criteria  developed  for  that 
award.  Institutions  may  request  support  for  pre-doctoral  students,  postdoctoral  trainees,  and  short-term  research 
training.  Institutions  are  encouraged  to  develop  strong  multi-year  research  training  plans.  Stipends  will  be 
awarded  at  levels  in  accordance  with  NIH  policy  at  the  time  of  award  and  may  be  supplemented  from  non-Federal 
sources.  Training  related  expenses,  tuition  and  fees,  and  travel  expenses  may  also  be  requested  for  trainees, 
although  the  levels  vary  depending  on  the  type  of  training  to  be  supported.  It  is  anticipated  that  the  size  of 
awards  will  vary. 
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RESEARCH  OBJECTIVES 


The  NIAID  and  the  NIMH  are  committed  to  increasing  the  number  of  well-trained  health  professionals  and  basic 
scientists  capable  of  conducting  high  quality  research  in  areas  of  HIV  infection  and  AIDS.  The  objective  of  this 
Program  Announcement  is  to  promote  basic  and  clinical  research  training  of  Ph.D.  candidates  and  postdoctoral 
training  in  HIV  and  AIDS  research.  An  applicant  institution  should  describe  a program  within  the  following 
guidelines: 

o Training  may  be  for  predoctoral  students,  postdoctoral  fellows  (e.g.,  Ph.D.,  D.V.M.  or  M.D.),  or  both. 

Predoctoral  trainees  should  be  appointed  to  a minimum  of  two  and  a maximum  of  five  years,  postdoctoral  trainees  to  a 
minimum  of  two  and  a maximum  of  three  years. 

o Training  should  take  place  in  an  environment  committed  to  focused  interdisciplinary  collaboration  among 
investigators  active  in  the  fields  of  HIV  and  AIDS  research.  The  training  program  should  include  a range  of 
disciplines  requisite  for  the  development  of  multidisciplinary  research  skills. 

o Training  programs  are  encouraged  that  include  research  scientists  who  collaborate  with  clinicians  treating  HIV- 
infected  patients.  It  is  important  that  trainees  recognize  that  an  important  goal  of  their  research  efforts  is  to 
cure  and/or  prevent  AIDS. 

It  is  expected  that  pre-doctoral  students  will  be  provided  with  prerequisite  basic  science  training  in  HIV  and  AIDS 
research  including  didactic  courses  in  such  disciplines  as  molecular  biology,  microbiology,  immunology,  and  other 
related  fields.  Areas  of  research  training  include,  but  are  not  limited  to,  the  following: 

o Molecular  biology  of  HIV,  viral  entry,  replication,  role  of  viral  and  cellular  genes  in  integration  and  virus 
activation,  and  virus  assembly 

o Mechanisms  by  which  HIV  causes  defects  or  dysregulated  lymphocyte/ thymocyte  differentiation,  including  effects  on 
T cell  signalling  and  T cell  receptors 

o Mechanisms  by  which  HIV  causes  immune  dysfunction,  CD4+  cell  depletion,  functional  alteration  of  CD4+  and  CD8+ 
cells,  or  disruption  of  normal  immune  mechanisms  at  regional  mucosal  sites 

o Studies  on  the  effects  of  HIV  variants  on  tropism,  drug  resistance,  and  vaccine  strategies 

o Host  factors,  including  genetic  factors,  that  may  either  impede  or  enhance  immune  deficiency 

o Humoral  and  cellular  immune  responses  to  HIV  infection,  and  potential  strategies  for  enhanced  and/or  selective 
immune  protection 

o Novel  recombinant  vectors  and/or  AIDS  vaccine  formulations  designed  to  induce  protective  mucosal  immunity 
o Correlates  of  protection  of  HIV  infected  individuals  from  progressing  to  AIDS  and  causes  of  disease  progression 
o Mechanisms  of  HIV  neuropathogenesis 

o Biological  and  cellular  factors  influencing  HIV  sexual  transmission 

o The  biology,  virology,  and  immunology  of  mother-to-infant  HIV  transmission;  strategies  to  prevent  viral 
transmission 

o Strategies  for  effective  structure  based  drug  discovery  to  HIV  and  opportunistic  agents;  mechanisms  of  drug 
resistance;  biochemistry  and  pharmacology  of  novel  therapeutic  agents 

o Development  of  research  skills  in  clinical  studies  on  HIV  and  AIDS.  These  include:  epidemiology,  surveillance, 
natural  history  and  transmission  studies,  biostatistics,  theoretical  fundamentals  of  clinical  research  design, 
protocol  development,  regulatory  requirements,  clinical  research  execution,  data  collection,  quality  assurance  and 
data  management.  The  intent  is  not  to  support  clinical  trials,  although  a trainee  may  participate  in  the  conduct  of 
such  studies. 

o Development  and  use  of  animal  models  for  the  study  of  HIV-mediated  pathogenesis 
SPECIAL  REQUIREMENTS 

All  pre-  and  postdoctoral  trainees  supported  by  the  NIAID  training  grants  are  required  to  attend  "The  Annual  AIDS 
Fellows  Meeting"  sponsored  by  the  NIAID. 

An  annual  Progress  Report  on  the  achievements  attributable  to  the  research  training  program  must  include  an  update 
on  the  success  in  recruiting  trainees,  including  under- represented  minorities  in  AIDS  research  (i.e.,  Native 
Americans  including  Americans  Indians  and  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  Hispanics),  specifically 
addressing  their  degree  status  and  extent  of  participation. 

Institutions  should  provide  assurance  that  they  will  track  the  careers  of  all  trainees  supported  by  this  program  for 
10  years  post-completion  of  their  training.  Additional  special  reporting  requirements  may  be  necessary  from  time  to 
time  to  document  fulfillment  of  the  stated  objectives  under  this  PA. 

APPLICATION  PROCEDURES 

Additional  instructions  for  preparing  the  application  for  an  NRSA  institutional  training  grant  are  found  at  the  end 
of  form  PHS  398  (rev.  9/91)  under  the  tab:  "Institutional  National  Research  Service  Award".  These  instructions 
should  be  carefully  followed  in  preparing  an  application.  For  any  clarification  of  these  instructions,  consult 
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staff  listed  under  INQUIRIES,  below.  In  addition  to  following  the  specific  instructions  provided  under  "Research 
Training  Program  Plan",  applicants  are  particularly  reminded  about  the  requirement  for  active  recruitment  of 
minorities  as  trainees,  as  well  as  the  requirement  to  describe  plans  for  instructions  on  the  responsible  conduct  of 
research . 

Minority  Recruitment  Plan:  in  addition  to  the  specific  instructions  in  item  3,  page  5 of  form  PHS  398  (Recruitment 
of  Individuals  from  Underrepresented  Racial/Ethnic  Groups)  and  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  18,  No. 
20,  June  9,  1989,  the  following  information  may  be  helpful  in  preparing  this  section  of  the  application.  Potential 
mechanisms  for  minority  recruitment  may  include,  but  are  not  limited  to:  advertisements  actively  recruiting 
minorities  to  the  program;  posters  and  flyers  actively  recruiting  minorities;  visits  by  the  program  to  minority 
institutions;  cooperative  programs  with  minority  institutions;  procedures  to  identify  minority  applicants;  mailings 
to  minorities  on  various  lists;  invitations  to  prospective  minority  applicants  using  institutional  funds. 
Applications  without  such  specific  plans  will  be  deferred  until  such  plans  are  provided. 

Responsible  Conduct  of  Research:  applicants  as  announced  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  21,  No. 

43,  November  27,  1992,  are  strongly  encouraged  to  consider  instruction  in  the  following  areas:  conflict  of  interest, 
responsible  authorship,  policies  for  handling  misconduct,  policies  regarding  the  use  of  human  and  animal  subjects, 
and  data  management.  Applications  without  plans  for  instruction  on  the  responsible  conduct  of  research  will  be 
considered  incomplete  and  returned  without  review. 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  Application  kits  are  available 
from  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  594-7248. 

Institutional  Research  Training  Grant  Applications  may  be  submitted  for  the  NIAID  on  January  10,  May  10,  and 
September  10;  and  for  the  NIMH  on  May  10  of  each  year.  Applications  submitted  in  response  to  this  announcement  must 
be  identified  by  typing  the  title  and  number  of  the  announcement  in  Section  2a  of  the  face  page,  and  the  "YES"  boxed 
marked. 


The  budget  should  include  a request  for 
Fellows  Meeting"  sponsored  by  the  NIAID 
The  request  for  funds  for  both  meetings 
trainee  a year. 


travel  funds  for  trainees  in  the  application  for  both  "The  Annual  AIDS 
and  an  optional  AIDS-related  scientific  meeting  of  the  applicants'  choice, 
should  include  an  itemized  breakdown  of  costs  and  must  not  exceed  $2500  per 


The  typed  original  application  and  five  signed 


exact  single-sided  photocopies  must  be  sent  or  delivered  to: 


Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


REVIEW  CONSIDERATIONS 


Applications  will  be  assigned  on  the  basis  of  established  PHS  Referral  Guidelines.  Applications  will  be  reviewed 
for  scientific  and  technical  merit  by  the  review  committee  of  the  institute  to  which  the  application  is  assigned, 
followed  by  a second  level  review  by  the  appropriate  advisory  council.  The  following  review  criteria  used  by 
initial  review  groups  in  reviewing  NRSA  Institutional  Training  applications  are  given  in  the  booklet  "National 
Research  Service  Award  for  Institutional  Training  Grants  (T32),"  dated  March  20,  1992,  available  from  the  Office  of 
Grants  Inquiries  at  the  address  listed  under  APPLICATION  PROCEDURES.  In  addition,  the  applications  will  be  judged 
on  the  following  criteria: 

o The  proposed  or  ongoing  research  programs  and  the  role  of  the  trainees  in  these  programs 
o Multi-disciplinary  nature  of  proposed  program 

o Scientific  environment  and  active  resources  of  the  participating  faculty  and  the  applicant  institution,  including 
current  AIDS  research  support 

o Cohesiveness  of  training  program,  including  mechanisms  for  promoting  interdisciplinary  exchange  of  information 
such  as  seminar  series,  journal  clubs,  laboratory  rotations,  and  research  presentations 
o The  applicant's  ability  to  attract  high-caliber  trainees 

o Qualifications  of  the  training  faculty,  the  relevance  of  their  current  research  activities  to  AIDS  research,  and 
their  previous  research  training  experience 

o Relation  of  the  proposed  program  goals  to  the  need  for  research  personnel 
AWARD  CRITERIA 


Applications  will  compete  for  available  funds  with  other  NRSA  institutional  research  training  applications  of 
substantial  and  significant  merit.  The  following  will  be  considered  in  making  funding  decisions:  scientific  and 
technical  merit  of  the  application  as  determined  by  peer  review;  availability  of  funds;  program  balance  among 
research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  announcement  are  encouraged  and  may  be 
directed  to: 


Opendra  K.  Sharma,  Ph.D.,  or  Gregory  Milman,  Ph.D. 
Pathogenesis  Branch/DAIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  2B-35 
Bethesda,  MD  20892 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  19  - May  21,  1993 

19 


Telephone:  (301)  496-8378 
FAX:  (301)  480-5703 

Leonard  Mitnick,  Ph.D. 

Office  on  AIDS 

National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  15-99 
Rockville,  MD  20857 
Telephone:  (301)  443-7281 
FAX:  (301)  443-9719 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Jane  Unsworth 

AIDS  Grants  Management  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B-25 
Bethesda,  MD  20892 
Telephone:  (301)  496-6177 

Ms.  Diana  T runnel l 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-15 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

FAX:  (301)  443-9719 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalogue  of  Federal  Domestic  Assistance  Nos.  93.282,  93.855,  and  93.856.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR 
Part  66.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
Health  Systems  Agency  review. 

RESEARCH  ON  INTEGRATING  MENTAL  HEALTH  AND  RELATED  SERVICES  FOR  PERSONS  UITH  SEVERE  MENTAL  HEALTH  DISORDERS 

NIH  GUIDE.  Volume  22,  Number  19,  May  21,  1993 

PA  NUMBER:  PA-93-088 

P.T.  34;  K.U.  0730050,  0715129 

National  Institute  of  Mental  Health 

PURPOSE 

The  purpose  of  this  announcement  is  to  encourage  research  grant  applications  for  studies  that  extend  current 
knowledge  about  the  effects  on  the  service  system,  providers,  consumers,  and  family  members  and  the  effectiveness  of 
alternative  approaches  of  integrating  mental  health,  rehabilitation,  substance  abuse,  general  health,  income 
support,  and/or  housing  services  for  children,  adolescents,  adults,  and/or  elderly  persons  who  suffer  from  severe 
mental  disorders.  The  goal  of  this  initiative  is  to  increase  the  quality,  appropriateness,  cost-effectiveness, 
sensitivity,  and  accessibility  of  mental  health  services. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Research 
on  Integrating  Mental  Health  and  Related  Services  for  Persons  with  Severe  Mental  Disorders,  is  related  to  the 
priority  areas  of  mental  health  and  mental  disorders  and  diabetes  and  chronic  disabling  conditions.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone:  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  any  domestic  and 
for-profit  organizations,  including  universities, 
governments,  and  eligible  agencies  of  the  Federal 
apply.  Foreign  institutions  are  not  eligible  for 
(R29). 

MECHANISM  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  a regular  research  grant  (ROD,  a small  grant  (R03),  the 
FIRST  award  (R29),  and  the  Multi-Institutional  Collaborative  Research  Project  (R10). 

Since  the  R03,  R29,  and  R10  mechanisms  have  special  requirements  regarding  eligibility,  application  format,  and 
review  criteria,  applicants  are  strongly  encouraged  to  consult  with  program  staff  listed  under  INQUIRIES  and  obtain 
specialized  announcements.  The  small  grant  (R03)  is  especially  suited  for  initial  research  by  junior  investigators 
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foreign  public  and  private  non-profit  organization  and  by 
colleges,  hospitals,  laboratories,  units  of  State  and  local 
government.  Women  and  minority  investigators  are  encouraged  to 
First  Independent  Research  Support  and  Transition  (FIRST)  awards 


and  pilot  research  prior  to  large-scale  field  trials. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  announcement  will  vary,  it  is  anticipated 
that  the  size  of  the  awards  will  also  vary. 

RESEARCH  OBJECTIVES 

Children,  adolescents,  adults,  and  elderly  persons  with  severe  mental  disorders  living  in  the  community  require  many 
types  of  services.  However,  most  service  agencies  are  specialized,  provide  a limited  range  of  services,  and  do  not 
coordinate  their  services  with  those  of  other  service  agencies.  Agencies  providing  services  may  also  have 
requirements  and  eligibility  rules  that  make  it  difficult  for  people  with  severe  mental  disorders  to  obtain  needed 
services.  The  fragmentation  and  lack  of  accountability  make  existing  services  far  less  effective  than  they  should 
be. 


There  is  a growing  consensus  that  what  is  needed  is  an  integrated  system  of  care  for  people  with  severe  mental 
disorders.  This  requires  integrating  basic  life  supports,  such  as  food  and  shelter,  with  specialized  services,  such 
as  medical  and  mental  health  services;  linking  services  at  the  client  and  systems  levels;  coordinating  Federal, 
State,  and  local  resources;  and  providing  a clear  delineation  of  authority  and  of  clinical,  fiscal,  and 
administrative  responsibi l i ty. 

A first  test  of  the  effects  and  effectiveness  of  integrated  systems  of  care  was  begun  in  1986  by  the  Robert  Wood 
Johnson  Foundation  (RWJF),  in  conjunction  with  NIMH.  RWJF  selected  nine  cities  to  participate  in  a five-year 
program  to  develop  communi ty-wide  systems  of  care  that  would  integrate  all  levels  of  the  service  system- -client, 
local.  State,  and  Federal--for  people  with  severe  mental  disorders.  In  addition  to  integrating  services  and 
establishing  the  administrative,  fiscal,  and  clinical  responsibility  for  providing  services  to  individuals  with 
severe  mental  disorders,  housing  integration  was  promoted  through  the  contribution  of  Section  8 housing  certificates 
to  the  program  participants  by  the  Department  of  Housing  and  Urban  Development  (HUD).  The  NIMH-sponsored  evaluation 
shows  that  much  more  information  is  needed  about  the  process  of  integrating  systems  and  the  effectiveness  and 
utility  of  various  components  of  integrated  systems. 

Another  opportunity  to  study  the  effect  and  effectiveness  of  comprehensive  services  integration  is  being  provided  by 
the  Access  to  Community  Care  and  Effective  Services  and  Supports  (ACCESS)  grants,  which  are  administered  and  will  be 
evaluated  by  the  Center  for  Mental  Health  Services  (CMHS).  The  Department  of  Health  and  Human  Services,  in 
collaboration  with  HUD  and  the  Departments  of  Labor,  Education,  Veterans  Affairs,  and  Agriculture,  is  making  grants 
available  to  States  to  help  communities  explore  ways  to  make  services  integration  possible  for  people  who  have 
severe  mental  disorders  and  are  also  homeless. 

This  announcement  invites  research  applications  to  study  the  effect  and/or  cost-effectiveness  of  these  and  other 
examples  of  integrated  service  systems  for  children,  adolescents,  adults,  and  elderly  persons  with  severe  mental 
disorders. 

Listed  below  are  examples  of  research  topic  areas  focusing  on  the  effectiveness  of  integrating  mental  health 
services  for  children,  adolescents,  adults,  and  elderly  persons  with  severe  mental  disorders  with  other  types  of 
services.  The  list  of  examples  is  illustrative,  not  exhaustive;  it  is  expected  that  additional  important  research 
topics  will  be  identified  by  researchers  who  respond  to  this  announcement. 

o Research  on  the  effect  and  effectiveness  of  efforts  to  integrate  services  under  the  ACCESS  and  other  preexisting 
service  integration  programs 

o Studies  of  the  effectiveness  of  different  levels  of  service  intensity,  within  integrated  service  programs,  for 
individuals  with  severe  mental  disorders  who  have  different  diagnoses,  functional  abilities,  and  sociodemographic 
characteristics 

o Research  on  the  effects  of  different  structural  relationships  among  components  of  integrated  service  systems  on 
providers,  consumers,  families  and  organizational  functioning 

o Studies  of  the  relative  cost-effectiveness  of  integrated  programs  and  systems  of  care 

o Research  on  the  effects  of  alternate  approaches  to  consumer  and  family  involvement  in  integrated  care 

o Studies  of  the  effectiveness  and  cost-effectiveness  of  integrating  substance  abuse  treatment  with  mental  health 
treatment 

o Research  on  the  effects  of  integrated  mental  health  and  substance  abuse  services  in  jails,  prisons,  and  parole 
systems 

o Research  on  factors  that  are  barriers  to  and  facilitators  of  the  service  integration  process 

o Development  of  improved  methods  for  measuring  and  analyzing  service  integration,  and  within  integrated  systems, 
for  measuring  service  intensity  and  service  outcomes 

STUDY  POPULATIONS 

SPECiAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  FEMALES  AND 
MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

Applications  for  grants  and  cooperative  agreements  that  involve  human  subjects  are  required  to  include  minorities 
and  both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of 
minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This 
policy  applies  to  all  research  involving  human  subjects  and  human  materials,  and  applies  to  males  and  females  of  all 
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ages.  If  one  gender  and/or  minorities  are  excluded  or  are  inadequately  represented  in  this  research,  particularly 
in  proposed  population-based  studies,  clear  compelling  rationale  for  exclusion  or  inadequate  representation  should 
be  provided.  The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and 
racial/ethnic  group,  together  with  a rationale  for  its  choice.  In  addition,  gender  and  racial/ethnic  issues  should 
be  addressed  in  developing  a research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to 
include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American  Indians 
or  Alaskan  Natives,  Asians  or  Pacific  Islanders,  African  Americans,  Hispanics).  Investigators  must  provide  the 
rationale  for  studies  on  single  minority  population  groups. 

Applications  for  support  of  research  involving  human  subjects  must  employ  a study  design  with  minority  and/or  gender 
representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.)  appropriate  to  the  scientific 
objectives  of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide  statistical  power  to 
answer  the  questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however,  whenever  there  are 
scientific  reasons  to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups,  with  regard  to  the 
hypothesis  under  investigation,  applicants  should  include  an  evaluation  of  these  gender  and  minority  group 
differences  in  the  proposed  study.  If  adequate  inclusion  of  one  gender  and/or  minorities  is  impossible  or 
inappropriate  with  respect  to  the  purpose  of  the  research,  because  of  the  health  of  the  subjects,  or  other  reasons, 
or  if  in  the  only  study  population  available,  there  is  a disproportionate  representation  of  one  gender  or 
minority/majority  group,  the  rationale  for  the  study  population  must  be  well  explained  and  justified. 

NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements,  or  contracts  that  do  not  comply  with 
this  policy.  For  research  awards  that  are  covered  by  this  policy,  awardees  will  report  annually  on  enrollment  of 
women  and  men,  and  on  the  race  and  ethnicity  of  subjects. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  the  research  grant  application  form  PHS  398  (rev.  9/91).  The  number  (PA-93-XX)  and  the  title 
of  this  announcement.  Research  on  Integrating  Mental  Health  and  Related  Services  for  Persons  with  Severe  Mental 
Health  Disorders,  must  be  typed  in  item  2a  on  the  face  page  of  the  PHS  398  application  form.  Applicants  must  also 
specify  which  support  mechanism  they  are  applying  under,  e.g.,  R29,  R03,  RIO. 

Application  kits  containing  the  necessary  forms  may  be  obtained  from  IHS  Area  offices  and  business  offices  or 
offices  of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research  facilities. 
If  such  a source  is  not  available,  the  forms  may  be  obtained  from  the  Grants  Management  Branch,  National  Institute 
of  Mental  Health,  5600  Fishers  Lane,  Room  7C-05,  Rockville,  MD  20857,  telephone  301/443-4414. 

The  signed  original  and  five  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review  group  ( IRG)  composed  primarily 
of  non-Federal  scientific  experts.  Final  review  is  by  the  appropriate  National  Advisory  Council;  review  by  Council 
may  be  based  on  policy  considerations  as  well  as  scientific  merit.  By  law,  only  applications  recommended  for 
consideration  for  funding  by  the  Council  may  be  supported.  Summaries  of  IRG  recommendations  are  sent  to  applicants 
as  soon  as  possible  following  IRG  review. 

Criteria  to  be  considered  in  evaluating  applications  for  scientific/technical  merit  include: 

o Scientific,  technical,  or  medical  significance  and  originality  of  the  proposed  research 
o Appropriateness  and  adequacy  of  the  research  approach  and  methodology  proposed  to  carry  out  the  research 
o Qualifications  and  research  experience  of  the  principal  investigators  and  staff,  particularly  but  not  exclusively 
in  the  area  of  the  proposed  research 
o Availability  of  resources  necessary  to  the  research 

o Appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research 

o Adequacy  of  the  proposed  means  for  protecting  against  or  minimizing  adverse  effects  to  human  and/or  animal 

subjects 

AWARD  CRITERIA 

As  part  of  the  NIMH  Publ ic-Academic  Liaison  (PAL)  initiative,  special  encouragement  is  given  to  applications  that 
involve  active  collaborations  between  academic  researchers  and  public  sector  agencies  in  planning,  undertaking, 
analyzing,  and  publishing  research  pertaining  to  persons  with  severe  mental  illness.  The  PAL  initiative  is  based  on 
the  premise  that  important  new  advances  in  understanding  and  treatment  of  severe  mental  illness  can  result  from 
improved  linkages  between  the  Nation's  scientific  resources  and  the  public  sector  agencies  and  programs  in  which 
many  persons  with  severe  mental  illness  receive  their  care.  The  scope  of  the  PAL  initiative  encompasses  public 
sector  agencies  of  all  types  that  deal  with  children,  adolescents,  adults,  and  elderly  persons  with  severe  mental 
disorders. 

In  addition,  preference  in  funding  will  be  given  to  projects  that  include,  but  do  not  necessarily  focus  on,  American 
Indian,  Alaska  Native,  and  Native  Hawaiians  living  in  urban  settings  and  projects  that  include  females  in  study 
populations. 
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Factors  considered  in  determining  which  applications  will  be  funded  include  IRG  and  Council  recommendations,  PHS 
program  needs  and  priorities,  and  availability  of  funds. 

INQUIRIES 

NIMH  staff  are  available  for  consultation  concerning  application  development  before  or  during  the  process  of 
preparing  an  application.  Potential  applicants  should  contact  the  NIMH  as  early  as  possible  for  information  and 
assistance  in  initiating  the  application  process  and  developing  an  application.  The  NIMH  program  staff  member 
listed  below  may  be  contacted  for  further  information  and  assistance. 

Charles  Windle,  Pries  Windle,  PrlessD. 

Services  Research  Program 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  10C-06 
Rockville,  MD  20857 
Telephone:  (301)  443-4233 

For  further  information  on  grants  management  issues,  applicants  may  contact: 

Diana  S.  T runnel l 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-15 
Rockville,  MD  20857 
Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242,  Mental  health  Researcherants. 

Awards  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  announcement  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372,  as  implemented  through  DHHS  regulations  at  45  CFR  Part  100,  or  Health  Systems  Agency  Review. 


MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE 
WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE  EXPRESS 
MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE 
ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 


3 1496  00564  3716 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


GENE  THERAPY  FOR  HIV-1  INFECTION:  PRECLINICAL  DEVELOPMENT  (RFA  AI-93-013)  1 

National  Institute  of  Allergy  and  Infectious  Diseases 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

SHORT-TERM  TRAINING  FOR  MINORITY  AND  WOMEN  DENTAL  STUDENTS  (RFA  DE-93-005)  4 

National  Institute  of  Dental  Research 

INDEX:  DENTAL  RESEARCH 

CLINICAL  CORRELATIVE  STUDIES  IN  BREAST  TUMORS  (RFA  CA-93-028)  . 6 

National  Cancer  Institute 
INDEX:  CANCER 

SILVIO  0.  CONTE  DIGESTIVE  DISEASES  RESEARCH  CORE  CENTERS  (RFA  DK-93-024)  8 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 


ONGOING  PROGRAM  ANNOUNCEMENTS 


SUPPORT  OF  SCIENTIFIC  MEETINGS  (PA-92-089)  . 10 

National  Eye  Institute 
INDEX:  EYE 

BASIC  RUBELLA  RESEARCH  LEADING  TO  IMPROVED  RUBELLA  VACCINES  (PA-93-090)  12 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES;  ARTHRITIS,  MUSCULOSKELETAL,  SKIN  DISEASES 

GENOME  SCIENCE  AND  TECHNOLOGY  CENTERS  (PA-95-091)  15 

National  Center  for  Human  Genome  Research 
INDEX:  HUMAN  GENOME  RESEARCH 


This  publication  is  also  available  electronically  to  institutions  via  BITNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details,  or  send  an  E-mail 
message  to  ZNS@NIHCU. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

GENE  THERAPY  FOR  HIV-1  INFECTION;  PRECLINICAL  DEVELOPMENT 

NIH  GUIDE.  Volume  22,  Number  20,  June  4,  1993 

RFA  AVAILABLE:  AI-93-013 

P.T.  34;  K.W.  0715008,  1002045,  0745032 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  July  1,  1993 
Application  Receipt  Date:  September  8,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

This  RFA  is  designed  to  support  applied  precl inical  development  studies  for  gene  therapy  systems  targeting  HIV; 
such  studies  are  vital  for  the  transition  from  basic  research  to  experimental  clinical  evaluation  in  infected 
individuals.  Studies  in  response  to  this  RFA  may  propose  to  optimize  to  refine:  viral  vectors  for  in  vivo 
delivery,  physical  methods  for  in  vivo  transduction,  and  expression  of  anti-HIV  or  anti -cel lular  genes  for 
maximal  virus  inhibition  in  PBL  challenged  with  clinical  HIV  isolates.  Studies  listed  above  are  examples  only, 
and  are  not  intended  to  be  exclusive  or  comprehensive. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Gene  Therapy  for 
HIV-1  Infection:  Precl inical  Development,  is  related  to  the  priority  area  of  HIV  Infection.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  (202)  783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  private  and 
public  institutions  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women 
are  encouraged. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  is  the  research  project  grant  (R01)  award.  The  anticipated  award  date 
is  March  1994.  This  RFA  is  a one-time  solicitation.  Future  unsolicited  applications  will  compete  with  all 
investigator-initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures., 

FUNDS  AVAILABLE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  has  set  aside  $0.6  million  (total  costs)  for 
first  year  funding  of  applications  received  in  response  to  this  RFA.  Three  to  four  awards  are  anticipated. 
The  final  number  and  specific  amounts  of  awards  to  be  made  will  depend  on  the  scientific  quality,  merit  and 
scope  of  the  applications  received,  relevance  to  programmatic  priorities,  and  availability  of  funds.  The  total 
project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  four  years. 

RESEARCH  OBJECTIVES 

The  objective  of  this  RFA  is  to  support  'post  discovery’  HIV  gene  therapy  studies  and  to  propel  promising, 
state-of-the-art  therapies  closer  to  clinical  evaluation.  Studies  to  be  funded  under  this  RFA  are  restricted 
to  those  that  are  directly  related  to  HIV  infection  from  investigators  with  ongoing  gene  therapy  projects  who 
demonstrate  a commitment  to  the  advanced  preclinical  development  and  translation  of  a defined  gene  approach  to 
clinical  evaluation.  Applications  proposing  a unique  strategy  for  gene  delivery  are  responsive  to  the  RFA 
provided  the  proposed  preclinical  optimization  studies  focus  on  application  to  HIV  infection.  Examples  of 
advanced  preclinical  development  projects  responsive  to  this  RFA  include 

o Optimization  of  existing  viral  vectors  (including  HIV-1  vectors)  for  antiviral  gene  delivery  to  target  cells, 
gene  stability,  expression  levels,  purity  and  yield  of  recombinant  vector  stock,  and  other  parameters  relevant 
to  vector  design  and  application; 

o Optimization  of  non-viral  delivery  vehicles  (liposomes,  receptor- l igand,  other)  for  anti-HIV  genes; 

o Comparative  assessment  in  relevant  in  vitro  and/or  animal  models  of  different  anti-HIV  genes,  cis-acting 
regulatory  elements,  or  cellular  functions  critical  for  HIV  gene  expression  for  maximal  virus  inhibition 
Examples  of  intracellular  molecular  inhibitors  include:  transdominant  negative  mutants;  RNA  decoys;  multivalent 
ribozymes;  and  Tat,  Rev,  TAR  and  RRE  binding  proteins.  Multi -pronged  targeting  for  enhanced  inhibition  and 
reduction  of  viral  load  are  encouraged. 

o Refinement  of  vectors  that  provide  stable,  persistent  expression  in  mature  and  stem  cell  derived 
differentiating  cells  susceptible  to  HIV  infection; 

o Development  of  efficient  and  safe  methods  to  enhance  infection  of  target  cells  (T-cells,  stem  cells,  other) 
by  recombinant  vectors  resulting  in  minimization  of  ex  vivo  manipulations; 

o Safety  assessment  of  HIV  gene  therapy  strategies  in  appropriate  animal  models. 

o Optimization  of  'naked'  DNA  delivery  strategies  for  the  induction  of  MHC-dep>endent  CTL  response  as  a form 
of  immune  augmentation  in  HIV  infected  individuals; 

SPECIAL  CHARACTERISTICS 

The  NIAID  will  organize  one  to  two  meetings  a year  focusing  on  gene  therapy  for  HIV  infection  to  which  the 
Principal  Investigators  and  other  key  personnel  will  be  invited  to  attend. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  July  1,  1993,  a tetter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  brief  description  of  the  proposed  research,  the  name,  address  (including 
institution),  telephone  and  FAX  numbers  of  the  Principal  Investigator  and  other  key  personnel,  and  the  number 
and  title  of  this  RFA.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into 
the  review  of  the  application,  the  information  that  it  contains  allows  NIAID  to  estimate  the  potential  workload 
for  reviewers  and  to  avoid  possible  conflict  of  interest  in  the  review  progress.  The  letter  of  intent  is  to 
be  sent  to  Dr.  Madelon  Halula  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants  This  form 
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is  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301-594-7248.  Applications  not  received  by  September  8,  1993,  will  be  considered  unresponsive  and 
returned  to  the  applicant  without  review. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  by  Division  of  Research  Grants  (DRG)  for  completeness  and  by  NIAID  staff  to 
determine  responsiveness  to  this  RFA.  Incomplete  and  non- responsive  applications  will  be  returned  to  the 
applicant  without  further  consideration  or  review.  The  NIAID  will  remove  from  further  competition  those 
applications  judged  to  be  noncompetitive  for  award  and  will  notify  the  applicant  and  the  institutional  business 
official.  Those  applications  judged  to  be  competitive  for  award  will  be  further  reviewed  for  scientific  and 
technical  merit  by  an  appropriate  review  committee.  A second  level  of  review  will  be  provided  by  the  NIAID 
Council  in  February  1994. 

REVIEW  CRITERIA 

Factors  to  be  considered  in  the  evaluation  of  each  application  will  be  similar  to  those  used  in  review  of 
traditional  research  grant  applications. 

AWARD  CRITERIA 

This  anticipated  date  of  award  is  March  1994.  Awards  decisions  will  be  based  on  technical  merit,  responsive 
to  RFA,  and  availability  of  funds. 

Three  to  four  awards  are  anticipated  under  this  RFA.  The  number  and  specific  amount  to  be  awarded  will  depend 
upon  the  scientific  merit  and  scope  of  the  applications  received  and  on  the  availability  of  funds. 

INQUIRIES 

It  is  essential  that  prospective  applicants  obtain  a copy  of  the  RFA  before  preparing  an  application.  Written 
and  telephone  inquiries  from  prospective  applicants  will  provide  NIAID  staff  the  opportunity  to  clarify  issues 
or  questions  about  the  RFA. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  or  scientific  issues  to: 

Dr.  Nava  Sarver 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  2C 1 1 
Bethesda,  MD  20892 
Telephone:  (301)  496-8197 

Direct  inquiries  regarding  the  review  of  applications  and  address  the  letter  of  intent  to: 

Dr.  Madelon  Halula 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C10 

Bethesda,  MD  20892 

Telephone:  (301)  402-2636 

Emai  l:  MHa l u l aSlexec .niaid.pc.niaid.nih.gov 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Jane  Uns worth 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B22 
Bethesda,  MD  20892 
Telephone:  (301-496-7075) 

Schedule 

Letter  of  Intent  Receipt  Date:  July  1,  1993 

Application  Receipt  Date:  September  8,  1993 

Anticipated  Award  Date:  March  1994 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  93.856  -Microbiology  and  Infectious 
Diseases  Research  and  93.855  - Immunology,  Allergic  and  I mmuno logical  Diseases  Research.  Grants  are  awarded 
under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  the  PHS 
grants  policies  and  Federal  Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  the  Executive  Order  12372  or  Health  Systems 
Agency  review. 
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SHORT-TERM  TRAINING  FOR  MINORITY  AND  WOMEN  DENTAL  STUDENTS 


NIH  GUIDE.  Volume  22,  Number  20,  June  4,  1993 

RFA  AVAILABLE:  DE-93-005 

P.T.  44,  FF,  II;  K.W.  0715148 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  August  10,  1993 
Application  Receipt  Date:  September  10,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  invites  applications  proposing  short-term,  institutional 
training  programs  for  minority  and  women  dental  students  in  basic  and  clinical  oral  health  research.  The  NIDR 
has  found  that  there  is  a paucity  of  minority  and  women  investigators  in  oral  health  research.  The  primary 
objective  of  this  training  program  is  to  provide  women  and  minority  dental  students  an  opportunity  to  obtain 
a research  experience  during  their  professional  training.  This  will  encourage  the  selection  of  research  careers 
and  help  them  to  develop  into  clinical  investigators.  These  programs  must  involve  collaborative  funding  among 
the  NIDR,  the  applicant  institution,  and/or  other  public  or  private  sources. 

Proposed  training  must  be  relevant  to  the  goals  of  the  NIDR,  as  described  in  the  NIDR  Long-Range  Research  Plan 
for  the  Nineties,  "Broadening  the  Scope."  Availability  of  this  publication  is  described  under  the  section  on 
INQUIRIES.  The  NIDR  supports  research  on  the  causes,  epidemiology,  prevention,  diagnoses,  and  treatments  of 
dental  caries,  periodontal  and  oral  soft  tissue  diseases,  craniofacial  anomalies  and  orofacial  pain.  This 
includes  normal  and  abnormal  craniofacial  development;  the  structure  and  function  of  teeth,  jaws,  oral  mucosa, 
bone,  connective  tissue,  salivary  glands  and  other  organs  and  tissues  of  the  craniofacial  complex;  trigeminal 
neurobiology;  the  relationship  of  behavioral,  social,  economic  and  cultural  factors  to  oral  diseases  and 
conditions;  dental  biomaterials;  and  the  role  of  fluoride  and  nutrition  in  oral  health  and  disease.  The 
Institute  emphasizes  the  need  for  research  on  older  Americans,  minority  groups,  and  individuals  with  medical 
and  handicapping  conditions  or  who  are  otherwise  at  high  risk  for  oral  health  problems. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Short-Term  Training 
for  Minority  and  Women  Dental  Students,  is  related  to  the  priority  area  of  oral  health.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submi  tted  f rom  domest  ic,  public,  and  pr  ivate  insti  tut  ions  and  the  appl  i cant  insti  tut  ion  must 
have,  or  be  able  to  develop,  the  staff  and  facilities  for  the  proposed  program. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  National  Research  Service  Award  (NRSA)  Short-Term 
Institutional  Research  Training  Grant  (T35).  Responsibility  for  the  planning,  direction,  and  execution  of  the 
proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted  in 
response  to  this  RFA  may  not  exceed  five  years;  awards  may  be  renewable  upon  the  completion  of  a successful 
competing  application.  Trainees  may  receive  up  to  three  months  of  support  per  year. 

FUNDS  AVAILABLE 

The  NIDR  expects  to  make  up  to  four  institutional  training  awards  in  response  to  this  RFA.  This  level  of 
support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  and  educational 
merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDR,  awards  pursuant  to  this  RFA 
are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  training  program  must  provide  opportunities  for  minority  and  women  dental  students  to  carry  out  supervised 
biomedical  or  behavioral  oral  health  research  and  develop  research  skills.  Clinical  programs  must  have  strong 
relationships  with  basic  research  to  assure  students  the  opportunity  to  acquire  the  necessary  experience  to 
pursue  basic  and  clinical  research  training. 

The  program  will  be  a collaborative  funding  effort  among  the  NIDR,  the  applicant  institution,  and  other  public 
and/or  private  sources.  Stipends  and  other  training  costs  will  be  provided  by  the  NIDR.  Other  support  sources 
will  provide  room  and  board  for  the  time  the  dental  students  are  on  the  short-term  training  grant,  if  necessary. 
If  students  require  funds  to  travel  from  their  home  base  to  the  applicant  institution  to  participate  on  this 
training  grant,  the  program  director  and  the  awardee  institution  must  obtain  the  necessary  resources  to  do  this. 
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STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  August  10,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research  training  program,  the  name,  address,  and  telephone  number  of  the  Program 
Director,  the  identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the 
RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
NIDR  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Thomas  Valega  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

It  is  strongly  recommended  that  prospective  applicants  contact  Dr.  Valega  early  in  the  planning  phase  of 
application  preparation.  Such  contact  may  help  ensure  that  applications  are  responsive  to  this  RFA. 

Applications  must  be  submitted  on  form  PHS  398  (rev.  9/91).  Application  forms  are  available  at  most 
institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248; 
and  from  the  NIDR  program  administrator  listed  under  INQUIRIES. 

To  identify  the  application  as  a response  to  this  RFA,  check  "yes"  on  item  2a  of  page  AA  of  the  application  and 
enter  "RFA:  DE-93-005,  SHORT-TERM  TRAINING  FOR  MINORITY  AND  WOMEN  DENTAL  STUDENTS."  The  RFA  label  available 
in  the  application  form  PHS  398  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could 
result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee  in  time  for 
review. 

This  RFA  is  for  a single  competition.  Applications  must  be  received  by  September  10,  1993.  If  an  application 
is  received  after  that  date  or  deemed  non- responsive  to  the  RFA,  it  will  tie  returned  to  the  applicant  without 
review. 

REVIEW  CONSIDERATIONS 

Applications  will  be  evaluated  for  scientific  and  technical  merit  by  the  NIDR  Special  Grants  Review  Committee, 
a standing  NIH  initial  review  group.  Applicant  interviews  or  site  visits  may  be  involved. 

Secondary  review  will  be  by  the  National  Advisory  Dental  Research  Council. 

Review  and  Award  Schedule 


Applications  will  be  processed  according  to  the  following  schedule: 


Application  Receipt  Date: 
Initial  Review  Group  Meeting: 
Council  Meeting: 

Earliest  Award  Date: 


Sep  10,  1993 
Feb/Mar  1994 
May/Jun  1994 
Sep  1,  1994 


AWARD  CRITERIA 


The  earliest  award  date  will  be  September  1,  1994. 

The  NIDR  will  notify  the  applicant  of  the  Council's  action  shortly  after  its  meeting.  Funding  decisions  will 
be  made  based  on  the  Special  Grants  Review  Coimiittee  and  Council  recommendations,  and  the  availability  of  funds. 

INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Thomas  M.  Valega,  Ph.D. 

Special  Assistant  for  Manpower  Development  and  Training 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  503 

Bethesda,  MD  20892 

Telephone:  (301)  594-7617 

FAX:  (301)  594-7616 
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Direct  inquiries  regarding  fiscal  and  policy  matters  to: 


Theresa  Ringler 
Extramural  Program 

National  Institute  of  Dental  Research 
Westwood  Building,  Room  510 
Bethesda,  MD  20892 
Telephone:  (301)  594-7629 

Copies  of  the  NIDR  Long-Range  Research  Plan  for  the  Nineties,  "Broadening  the  Scope,"  are  available  by  a written 
request  to  NIDR,  P.O.  Box  54793,  Washington,  DC  20032 

AUTHORITY  AND  REGULATIONS 

NRSA  Institutional  Research  Training  Grants  are  made  under  the  authority  of  Section  487  of  the  Public  Health 
Service  (PHS)  Act  as  amended  (42  USC  288),  Title  42  of  the  Code  of  Federal  Regulations,  Part  66,  is  applicable 
to  this  program.  This  program  is  also  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.121.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 


CLINICAL  CORRELATIVE  STUDIES  IN  BREAST  TUMORS 

NIH  GUIDE.  Volume  22,  Number  20,  June  4,  1993 
RFA  AVAILABLE:  CA-93-028 

P.T . 34;  K.W.  0715035,  0785035,  0755015,  0755010,  0760020 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  July  23,  1993 
Application  Receipt  Date:  September  22,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Cancer  Therapy  Evaluation  Program  (CTEP)  of  the  Division  of  Cancer  Treatment  (DCT)  and  the  Cancer  Diagnosis 
Branch  (CDB)  of  the  Division  of  Cancer  Biology,  Diagnosis  and  Centers  (DCBDC)  at  the  National  Cancer  Institute 
(NCI)  invite  applications  for  cooperative  agreements  (U01)  from  institutions  or  consortia,  such  as  DCT  Clinical 
Trials  Cooperative  Groups,  capable  of  and  interested  in  performing  clinical  correlative  studies  with  new 
prognostic  factors  ready  for  large  scale  evaluation.  These  factors  must  be  relevant  to  the  cancer  treatment 
or  clinical  outcome  of  patients  with  breast  cancer.  It  is  essential  for  institutions  to  have  access  to 
sufficient  numbers  of  patients  on  phase  III  clinical  protocols  to  be  able  to  test  correlative  hypotheses. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Clinical 
Correlative  Studies  in  Breast  Tumors,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit  and  for-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Applications  may  be  submitted  from  a single  institution  or  may  include  arrangements 
with  one  or  more  additional  institutions,  if  appropriate.  Applications  from  minority  individuals  and  women  are 
encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  Cooperative  Agreement  (U01),  an  assistance  mechanism  in  which 
substantial  NCI  programmatic  involvement  with  the  recipient  during  performance  of  the  planned  activity  is 
anticipated.  The  nature  of  NCI  staff  involvement  is  described  in  the  RFA.  Applicants  will  be  responsible  for 
the  planning,  direction,  and  execution  of  the  proposed  project.  The  total  project  period  for  applications 
submitted  in  response  to  the  present  RFA  may  not  exceed  four  years.  Except  as  otherwise  stated  in  this  RFA, 
awards  will  be  administered  under  PHS  grants  policy  as  stated  in  PHS  Grants  Policy  Statement  DHHS  Publication 
No.  (OASH)  90-50-000,  revised  October  1,  1990. 

It  is  anticipated  that  the  average  amount  of  the  total  direct  costs  per  year  for  each  award  will  range  from 
$140,000  to  $180,000. 

This  RFA  is  a one-time  solicitation.  However,  if  it  is  determined  that  there  is  a sufficient  continuing  program 
need,  the  NCI  will  invite  recipients  of  awards  under  this  RFA  to  submit  competitive  continuation  cooperative 
agreement  applications  for  review. 
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FUNDS  AVAILABLE 


Approximately  $1,000,000  in  total  costs  per  year  for  four  years  will  be  committed  to  specifically  fund 
applications  submitted  in  response  to  this  RFA.  It  is  anticipated  that  four  to  five  awards  will  be  made.  This 
funding  level  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this 
RFA  is  also  contingent  upon  the  continuing  availability  of  funds  for  this  purpose. 

RESEARCH  GOALS  AND  SCOPE 

The  objectives  of  this  RFA  are  to  foster  collaborations  and  interactions  between  basic  researchers  and  clinical 
investigators  to  advance  therapeutic  clinical  research  and  conduct  correlative  studies  on  new  prognostic  factors 
that  are  ready  for  large  scale  evaluation.  The  CTEP  and  the  CDB  invite  cooperative  agreement  applications  (U01) 
from  institutions  or  consortia,  such  as  the  DCT  Clinical  Trials  Cooperative  Groups  and  the  NCI  Cancer  Centers, 
capable  of  and  interested  in  performing  clinical  correlative  studies  relevant  to  cancer  treatment  or  clinical 
outcome  in  patients  with  breast  cancer. 

The  correlative  studies  should  be  based  on  strong  and  testable  hypotheses.  A clear  rationale  should  be  given 
for  the  experimental  design  and  technical  methodologies  selected.  The  hypotheses  tested  must  relate  to 
potential  clinical  applications  such  as  development  of  new  treatment  strategies  or  identification  of  patient 
subsets  for  specific  treatment  approaches.  Preliminary  data  from  appropriate  tumor  models  or  analysis  of  patient 
specimens  should  be  provided  to  support  the  feasibility  of  each  study.  Assays  must  have  already  been 
demonstrated  to  be  applicable  to  tissue  samples  and/or  body  fluids.  The  laboratory  assays  must  utilize  tumor 
specimens  from  patients  receiving  defined  treatments  in  large  clinical  trials  such  as  phase  III  clinical 
protocols.  Applications  will  be  considered  responsive  only  if  investigators  have  access  to  sufficient  numbers 
of  patient  specimens.  All  investigators  are  encouraged  to  work  with  multi-center  organizations  or  form  a 
consortium  of  institutions  in  order  to  access  sufficient  numbers  of  patients  and  clinical  information  to  test 
the  proposed  hypotheses.  To  coordinate  the  above  activities,  each  Institution  must  have  access  to  a Central 
Operations  Office  and  Statistical  Center  as  defined  in  the  RFA. 

The  cooperative  approach  outlined  in  this  RFA  allows  for  interactions  among  successful  applicants  and  is 
designed  to  optimize  use  of  patient  resources,  tissues,  reagents  and  methods. 

Applicants  must  describe  how  they  might  interact  with  NCI  and  other  awardees  in  the  sharing  of  data  and 
improvements  in  laboratory  techniques  and  study  design  methodologies. 

SPECIAL  REQUIREMENTS 

The  RFA  describes  the  complete  terms  and  conditions  of  award  for  this  cooperative  agreement  including  terms  of 
cooperation,  nature  of  participation  by  NCI  staff,  responsibilities  of  the  awardees  and  the  arbitration  process 
to  resolve  disputes.  Special  instructions  for  preparation  of  cooperative  agreement  applications  are  also 
included. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  July  23,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name  and  address  of  the  principal  investigator,  the  names  of  other  key 
personnel,  the  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter 
into  the  review  of  subsequent  applications,  it  is  requested  in  order  to  provide  an  indication  of  the  number  and 
scope  of  applications  to  be  reviewed. 

The  letter  of  intent  is  to  be  sent  to  Ms.  Diane  Bronzert  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  September  22,  1993.  If  an  application  is  received  after  that  date,  it  will 
be  returned.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  cooperative 
agreements.  These  forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of 
Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  (301)  594-7248;  and  from  the  NCI  program  staff  listed  under  INQUIRIES. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  wi  ll  be  initially  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for 
responsiveness  to  the  program  requirements  and  criteria  stated  in  the  RFA  is  an  NCI  program  staff  function. 
Applications  that  are  judged  non- responsive  will  be  returned  by  the  NCI.  Questions  concerning  the 
responsiveness  of  proposed  research  to  the  RFA  are  to  be  directed  to  program  staff  (see  Inquiries). 
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INQUIRIES 


Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA,  inquiries  regarding  programmatic  issues,  and  address  the  letter  of  intent  to: 

Ms.  Diane  Bronzert 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (301)  496-8866 
FAX:  (301)  480-4663 

Dr.  Shei la  E.  Taube 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  513 

Bethesda,  MD  20892 

Telephone:  (301)  496-1591 

FAX:  (301)  402-1037 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Barbara  A.  Fisher 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  ext.  29 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.395,  Cancer  Treatment  Research. 
Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV  Sections  301,  410,  and  411, 
Part  A (Public  Law  78-410,  42  USC  241  as  amended.  Public  Law  99-158,  42  USC  285a)  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


SILVIO  O.  CONTE  DIGESTIVE  DISEASES  RESEARCH  CORE  CENTERS 

NIH  GUIDE.  Volume  22,  Number  20,  June  4,  1993 
RFA  AVAILABLE:  DK-93-024 

P.T.  04;  K.U.  0715085,  0710030,  0760025,  0745032 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  October  15,  1993 
Application  Receipt  Date:  November  18,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES  BELOW. 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  invites  applications  for  Silvio 
0.  Conte  Digestive  Diseases  Core  Center  grants.  NIDDK  anticipates  the  award  of  four  competitive  Silvio  0.  Conte 
Digestive  Diseases  Core  Center  Grants  (P30s)  in  Fiscal  Year  1995. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS  led  national  activity  for  setting  priority  areas.  This  RFA,  Digestive  Diseases 
Research  Core  Centers,  is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  conditions.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  (not  foreign)  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as 
Principal  Investigators. 
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Applicant  institutions  must  have  an  adequate  base  of  established  programs  of  high  quality  in  laboratory  and/or 

clinical  digestive  diseases  related  research. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  core  center  (P30)  award.  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  center  will  be  solely  that  of  the  applicant.  Except  as  otherwise 
stated  in  this  announcement,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health 
Service  Grants  Policy  Statement.  This  RFA  is  a one-time  solicitation.  The  receipt  of  four  competing 
continuation  applications  is  anticipated.  These  applications  will  compete  for  the  awards  along  with  new 
applications  received  in  response  to  this  RFA.  The  total  project  period  for  applications  submitted  in  response 
to  the  present  RFA  may  not  exceed  five  years.  The  earliest  possible  award  dates  will  be  December  1994  for  three 
center  grants  and  January  1995  for  the  other  grant. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  a Principal  Investigator  must  be  included 

with  the  application. 

FUNDS  AVAILABLE 

For  FY  1995,  up  to  S3, 000, 000  in  total  costs  will  be  comnitted  to  fund  applications  submitted  in  response  to 
this  RFA.  It  is  anticipated  that  four  awards  will  be  made  with  an  average  size  of  approximately  $750,000  per 
year,  total  costs;  however,  this  funding  level  is  dependent  upon  the  receipt  of  a sufficient  number  of 
applications  of  high  scientific  merit.  In  order  to  help  meet  NIDDK  goals  for  managing  the  costs  of  biomedical 
research,  applicants  must  limit  their  requests  to  not  more  than  $700,000  direct  costs  for  the  initial  budget 
period.  Included  in  this  $700,000  are  funds  with  a limit  of  $100,000  for  the  pilot  and  feasibility  program. 
Future  budget  period  escalations  should  not  exceed  a four  percent  increase  over  the  previous  budget  period. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK,  the  award  of  grants  pursuant  to  this 
RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  objective  of  the  Digestive  Diseases  Core  Centers  is  to  bring  together  clinical  and  basic  science 
investigators  from  relevant  disciplines  to  enhance  and  extend  the  effectiveness  of  research  related  to  digestive 
diseases  and  their  complications.  There  must  be  an  existing  peer  reviewed  and  funded  program  of  excellence  in 
this  area.  At  least  one  half  of  the  research  must  have  a central  theme  or  focus.  Examples  of  a central  theme 
or  focus  include,  but  are  not  restricted  to,  inflammatory  bowel  disease,  peptic  ulcer  disease,  liver  disease, 
pancreatic  disease,  pediatric  gastrointestinal  disease,  GI  hormones,  GI  motility,  AIDS  in  gastrointestinal 
disease,  or  gene  therapy.  Core  facilities  which  enhance  productivity  or  in  other  ways  benefit  a group  of 
investigators  working  in  digestive  diseases  centers  to  accomplish  the  stated  goals  of  the  center  will  be 
supported.  Two  other  activities  may  also  be  supported  with  center  funding:  (1)  a pilot  and  feasibility  grant 
program  which  may  include  temporary  salary  support  for  one  Named  New  Investigator  and  (2)  an  enrichment  program 
including  for  example,  seminars,  visiting  scientists,  consultants,  and  workshops.  Close  cooperation, 

ommuni cat  ion,  and  collaboration  among  all  involved  personnel  of  all  professional  disciplines  are  ultimate 
objectives. 

SPECIAL  REQUIREMENTS 

At  least  50  percent  of  the  already  funded  research  base  in  a new  application  must  be  supported  by  NIDDK.  In 
competing  continuation  applications  the  percent  may  be  less  than  50  percent  due  to,  for  example,  a growing 
research  base  of  investigators  entering  digestive  diseases  from  other  fields.  The  appropriateness  of  the 
research  base  will  be  determined  by  the  initial  review  group. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 

documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  15,1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in 

response  to  which  the  application  may  be  submitted. 

Although  a letter  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
s 1 1 DDK  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  605 
Bethesda,  MD  20892 
Telephone:  (301)  594-7515 
FAX:  (301)  594-7503 
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APPLICATION  PROCEDURES 


Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  available  in  the  office  of  sponsored  research  of 
most  academic  or  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248. 
The  RFA  label  available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  In 
addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the  face  page  of  the  application  and  the  YES  box 
must  be  marked.  Detailed  instructions  on  submission  procedures  are  described  in  the  RFA. 

REVIEW  CONSIDERATIONS 

Appl  i cat  ions  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group 
convened  by  the  NIDDK  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the 
applications  will  be  given  a second  level  review  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases 
Advisory  Council  unless  not  recommended  for  further  consideration  by  the  initial  review  group.  Applications 
that  are  incomplete  or  unresponsive  to  the  RFA  will  be  returned  to  the  applicant.  Review  Criteria  are  given 
in  the  RFA. 


INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  It  is  imperative  that  the  RFA  and  the  pamphlet  "Administrative 
Guidelines  for  Silvio  0.  Conte  Digestive  Diseases  Research  Core  Centers"  be  obtained  before  an  application  is 
prepared.  These  documents  and  information  about  programmatic  issues  may  be  obtained  from: 

Dr.  Judith  M.  Podskalny 

Division  of  Digestive  Diseases  and  Nutrition 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  3A15 
Bethesda,  HD  20892 
Telephone:  (301)  594-7539 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Nancy  Dixon 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
5333  Westbard  Avenue,  Room  637A 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.848.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


SUPPORT  OF  SCIENTIFIC  MEETINGS 

NIH  GUIDE.  Volume  22,  Number  20,  June  4,  1993 

PA  NUMBER:  PA-93-089 

P.T.  42;  K.W.  1002046,  1014006 

National  Eye  Institute 

PURPOSE 

The  National  Eye  Institute  (NEI ) is  announcing  its  intention  to  support  future  investigator- ini tiated  scientific 
meetings  by  the  conference  cooperative  agreement  mechanism  (U13),  in  most  instances,  rather  than  the  traditional 
conference  grant  mechanism  (R13).  This  is  not  an  announcement  of  a new  program  or  initiative. 

ELIGIBILITY  REQUIREMENTS 

The  NEI  will  consider  applications  submitted  by  U.S.  institutions,  including  scientific  or  professional 
societies,  eligible  to  receive  grants  from  Public  Health  Service  agencies.  In  the  case  of  an  international 
conference,  the  U.S.  representative  organization  of  an  established  international  scientific  or  professional 
society  is  the  eligible  applicant.  The  NEI  will  not  accept  applications  from  foreign  institutions. 

MECHANISM  OF  SUPPORT 

The  rules  and  regulations  that  apply  to  conference  cooperative  agreements  (U13)  are  the  same  as  those  that  apply 
to  conference  grants  (R13).  The  difference  is  that,  after  award,  NEI  extramural  program  staff  will  be 
substantially  involved  in  the  planning  and  conduct  of  the  scientific  meeting,  assisting  the  Principal 
Investigator  according  to  specific  Terms  and  Conditions.  These  Terms  and  Conditions  are  given  below  and  will 
be  included  in  each  Notice  of  Grant  Award.  In  exceptional  circumstances,  it  may  not  be  practical  or  necessary 
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for  NE I staff  to  participate  substantially  in  the  planning  or  conduct  of  the  meeting,  and  NEI  will  use  the 
traditional  conference  grant  (R13)  to  support  such  activities. 

SPECIAL  REQUIREMENTS 

Terms  and  Conditions  of  Cooperative  Agreement  Award 

o The  Principal  Investigator  will  have  the  primary  authority  and  responsibility  to  define  objectives  and 
approaches;  plan,  publicize,  and  conduct  the  scientific  meeting;  and  publish  the  results  of  the  meeting. 

o The  Principal  Investigator  will  retain  custody  of  and  have  primary  rights  to  information  developed  under  the 
cooperative  agreement,  subject  to  Government  rights  of  access,  consistent  with  current  DHHS,  PHS,  and  NIH 
pol icies. 

o The  appropriate  NEI  extramural  program  Branch  Chief  will  assist,  but  not  direct,  the  Principal  Investigator 
in  the  planning  and  conduct  of  the  scientific  meeting  to  ensure  that  the  meeting  is  relevant  and  responsive  to 
NEI  scientific  program  goals  and  key  research  questions  identified  in  "Vision  Research  - A National  Plan: 
1994-1998,"  a report  of  the  National  Advisory  Eye  Council.  This  will  include  assisting  the  Principal 
Investigator  in  finalizing  the  meeting  format  and  agenda,  selecting  topics  for  discussion,  publicizing  the 
meeting,  selecting  speakers  and  other  meeting  participants,  and  publishing  the  meeting  proceedings. 

o Publication  and  copyright  agreements,  and  the  requirements  for  financial  status  reports,  retention  of 
records,  and  terminal  progress  reports  will  be  as  stated  in  the  NIH  publication,  "Support  of  Scientific 
Meetings"  (August,  1992). 

o An  independent,  third-party  individual,  acceptable  to  both  the  Principal  Investigator  and  NEI  will  be  asked 
to  serve  as  an  arbitrator  of  any  serious  differences  of  opinion  on  scientific  and  programmatic  issues  that  may 
arise  during  the  planning  and  conduct  of  the  scientific  meeting.  This  special  arbitration  process  will  in  no 
way  affect  the  rights  of  the  recipient  to  appeal  an  adverse  action  in  accordance  with  PHS  regulations  of  42  CFR 
Part  50,  Subpart  D and  DHHS  regulations  of  45  CFR  Part  16. 

o These  special  Terms  and  Conditions  of  Cooperative  Agreement  Award  are  in  addition  to,  and  not  in  lieu  of, 
otherwise  applicable  0MB  administrative  guidelines,  DHHS  grant  administrative  regulations  at  45  CFR  Parts  74 
and  92,  and  other  DHHS,  PHS,  and  NIH  grant  administration  policies. 

APPLICATION  PROCEDURES 

Potential  applicants  are  strongly  encouraged  to  contact  NEI  staff  prior  to  the  preparation  and  submission  of 
an  application  concerning  possible  NEI  interest  in  supporting  a particular  scientific  meeting. 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grant  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD,  20892,  telephone 
301/594-7248. 

The  NIH  publication,  "Support  of  Scientific  Meetings"  (August,  1992),  should  be  obtained,  because  it  provides 
important  information  and  supplemental  instructions  for  completing  the  application.  In  addition,  this 
publication  states  NIH  policy  regarding  the  application,  receipt,  assignment,  review,  award,  administration, 
and  reporting  requirements  when  funds  are  requested  and  awarded  for  the  support  of  scientific  meetings. 

For  item  2b  on  the  Face  Page,  enter  the  code  "U13,"  if  conference  cooperative  agreement  funds  will  be  requested. 

In  the  Research  Plan  section  of  the  application,  describe  the  relevance  of  the  proposed  scientific  meeting  to 
the  NEI  program  goals  and  key  research  questions  identified  in  "Vision  Research  - A National  Plan:  1994-1998." 

The  applicant,  in  addition,  should  provide  a statement  acknowledging  and  agreeing  to  NEI  staff  post-award 
involvement  in  planning  and  conducting  the  scientific  meeting,  and  should  describe  plans  to  accommodate  this 
involvement. 

The  complete  and  signed  original  application  and  five  exact  copies,  in  one  package  with  any  appendices,  must 
be  mailed  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  assigned  by  the  Division  of  Research  Grants  on  the  basis  of  established  Public  Health 
Service  referral  guidelines.  Applications  will  be  reviewed  for  scientific  merit  by  an  initial  review  group  in 
accordance  with  standard  NIH  peer  review  procedures.  The  following  criteria  will  be  considered  when  assessing 
the  scientific  merit  of  applications: 

o the  importance  of  the  proposed  scientific  meeting  to  investigators  in  the  area  and  to  the  general  biomedical 
communi ty; 

o timeliness  and  need  for  the  proposed  scientific  meeting; 
o adequacy  of  the  scope  and  content  of  the  proposed  scientific  meeting; 
o qualifications  of  the  conference  organizers  and  the  proposed  participants 

o adequacy  of  the  applicant's  efforts  and  plans  to  seek  out  and  encourage  the  participation  of  women  and 
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underrepresented  minorities; 

o appropriateness  of  the  proposed  format  for  achieving  the  stated  goals; 

o adequacy  of  plans  to  disseminate  the  information  generated  by  the  scientific  meeting;  and 
o appropriateness  of  the  budget. 

Second  level  program  and  policy  review  for  applications  assigned  to  NEI  will  be  conducted  by  the  National 
Advisory  Eye  Council. 

AWARD  CRITERIA 

The  following  will  be  considered  in  making  funding  decisions  for  applications  assigned  to  the  NEI: 
o scientific  merit  of  the  proposed  scientific  meeting  as  determined  by  peer  review, 

o relevance  to  NEI  program  goals  and  key  research  questions  identified  in  "Vision  Research  - A National  Plan: 
1994-1998,"  and 
o availability  of  funds. 

INQUIRIES 

Potential  applicants  are  strongly  encouraged  to  telephone  Dr.  Ralph  J.  Helmsen,  NEI  Research  Resources  Officer, 
at  (301)  496-5301  for  general  information  regarding  this  notice  and  for  referral  to  the  appropriate  extramural 
program  Branch  Chief  or  Grants  Management  Specialist. 

The  NEI  publication,  "Vision  Research  - A National  Plan:  1994-1998,"  is  available  from: 

Office  of  Science  Policy  and  Legislation 

National  Eye  Institute 

Building  31,  Room  6A25 

Bethesda,  MD  20892 

Telephone:  (301)  496-4308 

The  NIH  publication,  "Support  of  Scientific  Meetings"  (August,  1992),  is  available  from  the  Office  of  Grants 
Inqui ries. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalogue  of  Federal  Domestic  Assistance  No.  93.867,  Vision  Research.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  Applications  are  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  as  implemented  through  Department  of  Health  and  Human  Services  regulations  at  45  CFR  part 
100  or  Health  Systems  Agency  review. 


BASIC  RUBELLA  RESEARCH  LEADING  TO  IMPROVED  RUBELLA  VACCINES 

NIH  GUIDE.  Volume  22,  Number  20,  June  4,  1993 
PA  NUMBER:  PA -93 -090 

P.T.  34;  K.U.  0740075,  0715125,  1002045,  0710070 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  and  the  National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases  (NIAMS)  invite  investigator-initiated  research  grant  applications  to  pursue 
the  development  of  safer  vaccines  to  protect  women  against  rubella  infection  (German  measles).  Multidisciplinary 
approaches,  including  basic  research  in  virology  and  molecular  immunology,  are  needed  to  identify  and 
characterize  the  rubella  virus  gene  products  that  are  required  for  induction  of  durable  immunity  and  those  that 
are  associated  with  adverse  effects,  particularly  manifestations  of  joint  disease.  Research  in  this  area  also 
might  lead  to  an  understanding  of  the  high  female/male  incidence  ratio  of  adverse  reactions  in  adults.  In 
addition  to  vaccines  with  fewer  adverse  side-effects,  a further  goal  is  to  develop  safe  vaccines  that  can  be 
used  in  pregnant  women  to  prevent  fetal  infection  and  congenital  rubella  syndrome  (CRS). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  announcement 
(PA),  Basic  Rubella  Research  Leading  to  Improved  Rubella  Vaccines,  is  related  to  the  priority  area  of 
immunization  and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-0325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
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governments,  and  eligible  agencies  of  the  Federal  Government.  Applications  from  minority  individuals  and  women 
are  encouraged.  Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition 
(FIRST)  (R29)  award. 

MECHANISMS  OF  SUPPORT 

Applications  considered  appropriate  responses  to  this  announcement  are  the  investigator-initiated  research 
project  grant  (R01)  and  the  FIRST  award  (R29). 

RESEARCH  OBJECTIVES 

Background 

Until  the  introduction  of  a live  attenuated  vaccine  in  1970,  rubella  was  a common  febrile  disease  of  childhood. 
The  most  serious  effects  of  rubel la--abortions,  miscarriages,  stillbirths  and  fetal  anomal ies--fol low  infection 
during  early  pregnancy.  The  average  cost  of  a single  case  of  CRS,  caused  by  infection  of  the  fetus  with 
rubella,  is  estimated  to  be  well  over  $200,000. 

The  current  licensed  vaccine  works  well  in  children.  By  blocking  the  spread  of  rubella,  it  has  been  effective 
in  dramatically  reducing,  but  not  eliminating,  the  yearly  incidence  of  CRS  in  the  United  States.  From  1970  to 
1989,  there  was  a steady  reduction  in  the  number  of  annual  cases  of  rubella.  However,  compared  to  1988,  the 
yearly  incidence  of  rubella  cases  and  rubella  in  patients  15  years  of  age  or  older,  increased  twofold  in  1989, 
and  threefold  in  1990.  Although  the  total  number  of  cases  was  still  small  (0.4  cases  per  100,000  in  1990),  this 
re-emergence  of  natural  rubella  led  to  a campaign  to  increase  vaccination  coverage  in  all  age  groups,  and  thus 
more  and  more  adult  women  are  being  immunized  against  rubella. 

Unfortunately,  as  a public  health  tool,  the  current  vaccine  has  some  deficiencies.  This  live  vaccine,  like 
natural  rubella,  causes  transient  joint  symptoms  in  a significant  proportion  of  women  vaccinees.  Historical 
reports  of  natural  epidemics  also  mention  increased  arthropathy  predominantly  in  adult  women.  Currently  in  the 
U.S.,  an  increasing  percentage  of  women  entering  chi  Id-bearing  age  have  not  been  immunized  against  rubella. 
When  these  adult  women  receive  rubella  vaccine,  acute  joint  complaints  are  common,  occurring  in  up  to  25  percent 
of  previously  seronegative  vaccinees.  These  symptoms  usually  last  from  one  day  to  three  weeks.  Investigators 
in  Canada  recently  reported  that  5 to  11  percent  of  adult  female  vaccinees  develop  a more  severe,  persistent 
or  recurring  arthropathy.  There  also  have  been  reports  that  these  complications  increase  with  the  age  of  the 
vaccinee,  and/or  the  presence  of  low  or  incomplete  rubella  immunity  (perhaps  representing  a waning  antibody 
response  from  an  earlier  childhood  immunization).  Another  limitation  of  the  current  vaccine  is  that  it  is  not 
reconsnended  for  use  in  women  who  may  be  pregnant,  because  the  vaccine  virus  can  be  transmitted  to  the  fetus. 

Research  Objectives  and  Experimental  Approaches 

Basic  research  on  rubella  is  now  at  a low  level  in  the  U.S.  Our  primary  objective  is  to  stimulate  research  on 
rubella  so  that  data  are  available  to  develop  improved  vaccines  which  would  protect  women  of  childbearing  age 
without  causing  undesirable  side  effects  and  without  fear  of  fetal  infection.  Success  in  this  endeavor  will 
require  basic  research  in  virology,  immunology,  genetics,  and  pathogenesis.  Studies  are  needed  to  identify  and 
characterize  rubella  virus  gene  products  required  for  induction  of  durable  immunity,  and  those  associated  with 
adverse  effects.  Research  is  encouraged  to  discover  the  role  of  viral  components,  and  the  importance  of  the 
response  of  the  host,  in  the  induction  of  inflammation  and  symptoms  of  acute  and  persistent  arthritis.  Studies 
would  include  genetic  analysis  of  clinically  characterized  vaccine  strains  to  determine  if  strain-specific 
variation  leads  to  a propensity  for  growth  in  human  synovial  cells  and  association  with  persisting  joint 
symptoms  in  adult  vaccinees.  Research  in  this  area  also  might  provide  an  understanding  of  the  high  female/male 
incidence  ratio  of  adverse  reactions  in  adults. 

Research  projects  are  sought  which  investigate  topics  including,  but  not  limited  to  those  listed  below. 

o Establishment  of  the  quantitative  and  qualitative  differences  between  vaccine- induced  and  natural ly- induced 
immuni ty  against  rubella. 

o Determination  of  which  rubella  antigens  are  required  to  safely  elicit  long-lasting  protective  humoral  and 
cellular  immunity. 

o Characterization  of  the  viral  correlates  of  virulence  and  attenuation. 

o Elucidation  of  those  factors  contributing  to  vaccine- induced  adverse  events.  Analysis  of  the  host  and  viral 
factors  that  contribute  to  immune  and  inflammatory  responses  associated  with  arthritis,  and  establishment  of 
the  molecular  and  cellular  mechanisms  causing  joint  inf lanmation. 

o Development  of  an  animal  model  of  rubella  which  parallels  human  disease,  and  allows  elucidation  of  viral  and 
host  factors  contributing  to  immunity  and  immuni zation- induced  adverse  events. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 
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The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PH3  398 
(rev.  9/91)  in  Sections  1-4,  of  the  Research  Plan  AND  summarized  in  Section  5,  Hunan  Subjects.  Applicants  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans 
(including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale 
for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 

results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 

in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 

to  the  United  States’  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  research  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted 
at  the  standard  application  deadlines  February  1,  June  1 and  October  1.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
(301)  594.7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the 
appl ication. 

The  original  and  five  legible  copies  of  the  application  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

FIRST  (R29)  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  applications  submitted  without  the  required  number  of  reference  letters  will 
be  considered  incomplete  and  will  be  returned  without  review. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included 
with  the  application. 

REVIEW  CONSIDERATIONS 

Applications  in  response  to  this  announcement  will  be  assigned  on  the  basis  of  established  PHS  Referral 
Guidelines.  Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division 
of  Research  Grants,  NIH,  and  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following 
scientific-technical  review  of  the  applications  considered  to  have  significant  and  substantial  merit,  a 
secondary  review  will  be  by  the  appropriate  national  advisory  council  or  board. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  R01  and  R29  applications  considered  to  have 
significant  and  substantial  merit.  The  following  will  be  considered  when  making  funding  decisions:  relative 
scientific  merit,  program  relevance,  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 
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Direct  inquiries  regarding  programmatic  issues  to: 


Dr.  James  M.  Meegan 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Soon  3A16 

Bethesda,  MD  20892 

Telephone:  (301)  496-7453 

FAX:  (301)  496-8030 

Dr.  Susana  A.  S.  Sztein 
Rheumatic  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  405 

Bethesda,  MD  20892 

Telephone:  (301)  594-9953 

FAX:  (301)  594-9673 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Todd  Ball 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B35 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856,  Microbiology  and  Infectious 
Disease  Research.  Grants  will  be  awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78-410,  as  amended,"  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


GENOME  SCIENCE  AMD  TECHNOLOGY  CENTERS 

NIH  GUIDE.  Volume  22,  Number  20,  June  4,  1993 

PA  AVAILABLE:  PA-93-091 

P.T.  34;  K.W.  1215018,  0755045,  1002058 

National  Center  for  Human  Genome  Research 

THE  PROGRAM  ANNOUNCEMENT  (PA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF 
AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  PA  FROM  THE  CONTACT  NAME  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  solicit  new  or  renewal  applications  for  large-scale  projects  in 
genomic  research.  The  announcement  describes  a reformulated,  flexible  program  for  support  of  research  efforts 
designed  to  complete  the  initial  five-year  goals  of  the  research  program  of  the  National  Center  for  Human  Genome 
Research  (NCHGR)  and  to  progress  beyond  them  toward  the  ultimate  goal  of  determining  the  complete  sequence  of 
human  DNA.  The  new  program,  which  is  called  the  Genome  Science  and  Technology  Centers  (GESTEC)  program,  will 
support  large-scale,  multidisciplinary  genomic  studies  under  the  P50  and  P01  grant  mechanisms. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Multi-institutional  arrangements  (consortia)  are  possible  if  there  is  a compelling 
reason  for  them  and  if  there  is  clear  evidence  of  close  interaction  among  the  participants.  Applications  from 
foreign  institutions  will  not  be  accepted.  However,  subcontracts  to  foreign  institutions  are  allowable,  with 
sufficient  justification.  Applications  from  minority  individuals  and  women  are  encouraged.  Industrial/academic 
collaborations  are  also  encouraged. 

MECHANISM  OF  SUPPORT 

Grants  in  the  GESTEC  program  may  be  supported  by  specialized  center  grants  (P50)  or  program  project  grants 
(P01).  The  P50  mechanism  will  be  used  for  broad,  complex,  multidisciplinary  programs  that  address  the  goals 
of  the  Hunan  Genome  Project.  The  P01  mechanism  will  be  used  for  programs  that  support  a minimum  of  three 
research  components  with  a well-defined  central  research  focus.  The  term  of  a GESTEC  grant  is  normally  for  five 
years. 

RESEARCH  OBJECTIVES 
Background 

The  National  Institutes  of  Health  (NIH)  is  currently  engaged,  along  with  several  other  federal,  private,  and 
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international  organizations,  in  a 15-year  research  program  designed  to  characterize  the  human  genome  and  the 
genomes  of  selected  model  organisms.  This  research  program,  the  Hunan  Genome  Project  (HGP),  has  the  following 
interrelated  goals:  (1)  the  construction  of  high-  resolution  genetic  linkage  maps;  (2)  the  development  of 
physical  maps;  (3)  the  determination  of  the  complete  nucleotide  sequence  of  the  genomes  of  selected  organisms, 
including  the  human;  (4)  the  development  of  the  capability  to  collect,  store,  distribute  and  analyze  the  data 
and  materials  produced;  (5)  the  development  of  appropriate  new  technologies  to  achieve  these  goals;  and  (6)  the 
identification  of  major  issues  related  to  the  ethical,  legal  and  social  impl ications  (ELSI)  of  genome  research, 
and  the  development  of  policy  options  to  address  them. 

The  product  of  the  Human  Genome  Project  will  be  a set  of  information  and  material  resources  available  to  the 
entire  research  community  that  will  facilitate  further  research  as  to  the  prevention,  diagnosis,  and  therapy 
of  disease,  as  well  as  a further  understanding  of  human  biology. 

In  1990,  the  NCHGR  and  the  Department  of  Energy  (DOE)  jointly  published  a plan  "Understanding  Our  Genetic 
Inheritance  - The  U.S.  Human  Genome  Project:  The  First  Five  Years  FY  1991-1995"  that  set  out  specific  goals 
to  be  achieved  in  the  first  five-year  phase  of  the  U.S.  human  genome  program.  As  of  October  1993,  the  NCHGR 
will  begin  the  fourth  year  of  operation  under  that  plan,  with  the  prospect  that  many  of  the  goals  will  be 
achieved  on  schedule.  Anticipating  the  attainment  of  the  initial  set  of  goals,  the  NCHGR  is  currently  engaged 
in  developing  goals  for  the  second  five-year  period.  At  the  same  time,  the  NCHGR  centers  program,  which  has 
supported  several  large-scale,  multidisciplinary  projects  that  have  made  significant  contributions  to  recent 
achievements,  is  also  in  transition,  and  a number  of  the  grants  awarded  initially  are  scheduled  for 
recompetition  during  the  next  year. 

The  NCHGR  intends  to  build  upon  the  success  of  the  current  program  and  the  lessons  that  have  been  learned  from 
it,  by  establishing  a reformulated  centers  program,  the  Genome  Science  and  Technology  Centers  (GESTEC)  program. 
This  announcement  solicits  applications  for  new  and  continuing  projects  that  propose  to  finish  the  goals  of  the 
first  five-year  component  of  the  HGP  and  to  address  the  further  needs  of  the  project,  leading  toward  complete 
sequencing  of  the  human  genome  and  the  genomes  of  selected  model  organisms. 

Progress  and  Future  Needs  in  Mapping 

For  the  genetic  linkage  map,  several  current  efforts,  both  genome-wide  or  on  an  individual  chromosome  level, 
are  expected  to  achieve  the  timely  completion  of  the  2 to  5 centimorgan  genetic  map  called  for  in  the  Five-year 
Plan.  Similarly,  recent  progress  in  physical  mapping  has  been  very  rapid,  with  contiguous  for  long  genomic 
regions,  including  two  human  chromosomes  and  parts  of  many  others,  having  been  assembled.  Continued  technology 
development  will  be  necessary  to  ensure  progress  toward  sequencing  the  entire  human  genome,  e.g. , new  techniques 
or  strategies  will  be  needed  to  generate  "sequence- ready"  physical  maps,  comprised  of  DNA  that  can  be  readily 
sequenced.  Better  methods  of  annotating  genetic  and  physical  maps,  e.g.,  with  genes  and  other  functional 
elements,  on  a genomic  scale  are  also  needed. 

Progress  and  Future  Needs  in  DNA  Sequencing 

Progress  has  also  been  rapid  toward  the  long-term  goal  of  the  Human  Genome  Program,  i.e.,  determining  the 
complete  sequence  of  the  DNA  of  certain  model  organisms  and  the  human.  In  1990,  the  cost  of  sequencing  in 
laboratories  devoted  to  DNA  sequencing  was  estimated  to  be  about  $5  per  finished  base  and  the  rate  at  which 
finished  sequence  could  be  generated  was  relatively  low.  Through  a mmber  of  efforts,  advanced  sequencing 
laboratories  are  generating  contiguous  finished  sequence  at  a rate  projected  to  be  a megabase  per  year  and  a 
cost  of  $1  per  finished  base  pair  by  the  end  of  the  first  five  years.  Multidisciplinary  centers  will  be  needed 
to  develop  and  implement  visionary,  integrated  strategies  that  will  optimize  the  several  aspects  of  DNA 
sequencing,  including  sample  preparation,  band  resolution  and  detection,  sequence  assembly  and  finishing,  and 
annotation. 

Objectives  and  Scope 

The  GESTEC  program  is  intended  to  develop  the  technologies  needed  to  accomplish  the  goals  of  the  Hunan  Genome 
Program  and  to  apply  them  to  the  large-scale  generation  of  mapping  and  sequencing  information.  Improved 
informatics  solutions  to  data  management  will  be  a vital  component  to  realizing  success  in  these  efforts.  While 
primary  focus  will  be  on  the  mapping  and  sequencing  objectives,  it  is  also  appropriate  to  address  the  need  for 
better  methods  of  annotating  the  maps  and  sequences,  e.g.,  techniques  for  identifying  and  mapping  all  of  the 
genes  and/or  other  functional  elements  in  a large  genomic  region.  The  GESTEC  program  is  NOT  intended  to  fund 
projects  in  which  existing  technology  is  simply  applied  to  large-scale  production  or  projects  that  involve  a 
consortium  of  investigators  whose  research  interests  are  only  loosely  united  by  a common  theme. 

To  achieve  the  ambitious  goats  that  this  program  is  intended  to  attain,  it  is  anticipated  that  a Genome  Science 
and  Technology  Center  must  be:  (a)  mission-oriented,  addressing  in  a highly  integrated  way,  a major, 
quantifiable  goal(s)  of  the  HGP;  (b)  creative  and  innovative  in  terms  of  the  proposed  strategy  and  development 
of  new  technology  for  achieving  its  goal(s);  (c)  readily  adaptable  to  new  technology  and  new  scientific 
developments;  (d)  focused  on  issues  of  increased  efficiency  as  evidenced  by  a plan  for  improvements  in  the  rate 
of  output  of  data  and  materials;  and  (e)  attentive  to  the  needs  of  the  larger  scientific  community,  as 
demonstrated  by  the  inclusion  of  an  outreach  program  that  will  allow  the  center  to  act  as  a hub  for 
collaboration  and  as  a source  for  materials  and  information;  the  study  of  ELSI  issues  and  outreach  to  the 
general  public  through  education  programs  can  be  a component  of  such  an  outreach  activity. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentat ion  will  not  be  accepted  for  review. 
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APPLICATION  PROCEDURES 


Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  Application  kits  are  available  from  most 
institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  inquiries.  Division  of  Research 
Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 
The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the  application.  The 
completed  original  and  three  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Additionally,  two  copies  of  the  application  must  also  be  sent  to: 

Office  of  Scientific  Research 
National  Center  for  Hunan  Genome  Research 
Building  38A,  Room  604 
Bethesda,  MD  20892 

REVIEW  PROCEDURES 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  Division  of  Research  Grants.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration. 

The  regular  NIH  receipt  dates  for  center  grant  and  program  project  applications  and  renewals  are:  February  1, 
June  1,  and  October  1.  Applications  will  be  evaluated  for  scientific  merit  by  the  Genome  Research  Review 
Committee  (GRRC)  or  an  appropriate  NCHGR  review  committee  constituted  for  the  purpose  of  evaluating  GESTEC  grant 
applications.  Site  visits  may  be  conducted  as  part  of  the  review  process.  However,  applicants  should  present 
a complete  and  wel l - just i f i ed  written  proposal  and  not  depend  on  site  visits  to  amplify  their  application. 

Review  criteria  will  include:  (1)  significance  and  originality  of  the  research  and  methodological  approaches; 
(2)  feasibility  of  the  research  and  adequacy  of  the  experimental  design;  (3)  training,  experience,  research 
competence  and  commitment  of  the  investigator(s);  (4)  adequacy  of  the  facilities  and  resources;  and  (5) 
provisions  for  the  protection  of  human  subjects,  the  humane  care  of  animals  and  biosafety  conditions. 

Subsequent  to  evaluation  by  the  initial  review  group,  applications  will  be  reviewed  by  an  appropriate  National 
Advisory  Council. 

AWARD  CRITERIA 

The  following  will  be  considered  in  making  funding  decisions:  (1)  quality  of  the  proposed  project  as  determined 
by  peer  review;  (2)  value  of  the  proposed  research  and  of  the  proposed  technology  development  for  achieving  the 
goals  of  the  Hunan  Genome  Program;  (3)  adequacy  of  the  proposed  management  structure;  (4)  nature  and  extent  of 
the  outreach  program,  including  the  adequacy  of  any  plans  proposed  for  sharing  and  distributing  data  and 
resources  in  a timely  manner;  (5)  balance  among  projects  within  the  NCHGR's  grant  portfolio;  and  (6) 
availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  strongly  encouraged.  The  program  announcement  and  GESTEC  grant  proposal 
guidelines  should  be  requested  before  preparing  the  grant  application.  The  opportunity  to  clarify  any  issues 
or  questions  from  potential  applicants  is  welcome. 

Inquiries  regarding  the  GESTEC  program  and  requests  for  the  program  announcement  may  be  directed  to: 

Jane  L.  Peterson,  Ph.D. 

Research  Centers  Branch 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  610 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

Specific  questions  regarding  DNA  sequencing/technology  development  may  be  directed  to: 

Robert  L.  Strausberg,  Ph.D. 

Technology  Development  Program 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  610 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Jean  Cahi l l 

National  Center  for  Human  Genome  Research 
Building  38A,  Room  613 
Bethesda,  MD  20892 
Telephone:  (301)  402-0733 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.172.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  Of  RESEARCH  GRAMS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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Agency  for  Health  Care  Policy  and  Research 
INDEX:  HEALTH  CARE  POLICY,  RESEARCH 

CLINICAL  TRIALS  OF  BIOLOGICAL  RESPONSE  MODIFIERS  (RFP  NCI -CM-47001 -64)  9 

National  Cancer  Institute 
INDEX:  CANCER 


LARGE  SCALE  AUTOMATED  DNA  SEQUENCING  OF  HUMAN  GENES  INVOLVED  IN  NEUROLOGICAL  DISORDERS  (RFP  N I H-N INDS-93- 11  )10 

National  Institute  of  Neurological  Disorders  and  Stroke 
INDEX:  NEUROLOGICAL  DISORDERS,  STROKE 

ETHNIC  MINORITY  FAMILIES  WITH  RETARDED  MEMBERS  (RFA  HD-93-014)  . 10 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 
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NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 


MINORITY  ENHANCEMENT  AWARDS  (RFA  CA-93-027)  13 

National  Cancer  Institute 
INDEX:  CANCER 

PROGRAM  PROJECTS  ON  AUTOIMMUNITY  (RFA  AI -93-018)  15 

National  institute  of  Allergy  and  Infectious  Diseases 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES,  ARTHRITIS,  MUSCULOSKELETAL,  SKIN  DISEASES 

CLINICAL  STUDIES  OF  SYSTEMIC  THERAPIES  (RFA  CA-93-029)  18 

National  Cancer  Institute 
INDEX:  CANCER 


ONGOING  PROGRAM  ANNOUNCEMENTS 


NICHD  CLINICAL  INVESTIGATOR  DEVELOPMENT  AUARD  (PA-93-082)  20 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

CHILD  AND  ADOLESCENT  DEVELOPMENT  AND  PSYCHOPATHOLOGY  RESEARCH  CENTERS  (PA-93-092)  23 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 

EXPLORATORY/DEVELOPMENTAL  GRANTS  FOR  PSYCHOSOCIAL  TREATMENT  RESEARCH  (PA-93-093)  26 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 

RESEARCH  ON  THE  EFFECTS  OF  MICROGRAVITY  ON  THE  MUSCULOSKELETAL  SYSTEM  (PA-93-094)  30 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
INDEX:  ARTHRITIS,  MUSCULOSKELETAL,  SKIN  DISEASES 

RESEARCH  ON  RELATIONSHIPS  BETWEEN  ALCOHOL  AND  VIOLENCE  (PA-93-095)  33 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant  Line 
using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details,  or  send  an  E-mail  message 
to  ZNS@NIHCU. 


NOTICES 

NOTICE  OF  UPDATE  OF  THE  NIH  RESEARCH  RESOURCES  DATABASE 

NIH  GUIDE,  Volume  22,  Number  21,  June  11,  1993 
P.T.  16;  K.U.  1004017 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH)  Research  Resources  subfile  (NIHRES)  of  the  DIRLINE  (Directory  of 
Information  Resources  Online)  database  has  been  recently  revised  and  updated.  This  database  is  available  on  the 
National  Library  of  Medicine's  (NLM)  computer  and  includes  biomedical  resources  supported  by  NIH  funds  that  are 
available  to  researchers  throughout  the  country.  Investigators  conducting  biomedical  research  frequently  develop 
unique  resources  such  as  specialized  laboratories,  materials,  substances,  organisms,  databases,  and  equipment, 
which  may  be  valuable  to  other  scientists  in  the  course  of  their  work.  The  NIH  provides  support,  through  grants 
and  contracts,  to  many  of  these  resources,  including  electron  microscopy  facilities,  primate  colonies, 
specialized  laboratories,  and  cell  culture  collections. 

These  resources  are  often  difficult  to  identify  and  locate.  The  NIHRES  files  was  established  to  communicate 
information  about  the  availability  of  these  unique  or  novel  research  resources  to  the  scientific  community.  The 
Institutes,  Centers  and  Divisions  (ICDs)  of  NIH,  including  the  National  Center  for  Research  Resources  (NCRR), 
have  contributed  information  about  these  valuable  resources  to  the  DIRLINE  database.  It  is  the  policy  of  the 
Public  Health  Service  (PHS)  to  make  available  to  the  public  the  results  and  accomplishments  of  the  activities 
it  supports. 

DIRLINE,  and  the  NIHRES  component,  may  be  accessed  by  a variety  of  terminals  or  microcomputers  connected  to  NLM's 
computer  facility.  Connection  is  established  via  direct  telephone  line,  the  TELENET,  TYMNET  or  CompuServe 
nationwide  telecommunications  networks,  or  the  Internet.  DIRLINE  is  also  available  using  GRATEFUL  MED,  NLM's 
user-friendly  software  for  IBM-compatible  PCs  or  Macintosh  computers.  This  software,  available  for  $29.95 
through  the  National  Technical  Information  Service  (NTIS),  allows  novice  users  to  access  the  NLM  system  and  the 
NIHRES  subfile  of  DIRLINE  to  easily  obtain  the  information  they  need.  For  further  information  about  DIRLINE 
access  contact  the  MEDLARS  Management  Section  of  NLM  at  (800)  638-8480. 
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STANDARD  PROCEDURES  FOR  REPORTING  PROGRAM  INCOME 


HI H GUIDE.  Volume  22,  Number  21,  June  11,  1993 
P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 

This  notice  provides  detailed  instructions  for  reporting  grant-related  program  income  on  NIH  grants  and 
cooperative  agreements  using  the  long  form  version  of  the  Financial  Status  Report  (FSR).  It  is  intended  to 
clarify  questions  and  concerns  raised  regarding  reporting  requirements. 

All  general  program  income  must  be  reported  on  the  long  form  version  of  the  FSR.  Uith  the  exception  of  royalty 
or  equivalent  income  earned  from  patents  or  inventions,  certain  special  categories  of  program  income  described 
in  45  CFR  Subpart  F must  also  be  reported  on  the  FSR.  The  specific  reporting  requirements  applicable  to  most 
NIH  research  grants  and  cooperative  agreements  for  each  type  of  program  income  is  described  below. 

General  Program  Income  - As  defined  in  45  CFR  Part  74,  general  program  income  is  all  program  income  accruing  to 
a grantee  during  the  period  of  grant  support  or  to  a subgrantee  during  the  period  of  subgrant  support,  other  than 
the  special  categories  of  program  income  listed  below.  General  program  income  subject  to  the  deduction 
alternative  must  be  reported  on  line  10c,  "Program  income  used  in  accordance  with  the  deduction  alternative," 
and  line  lOq,  "Disbursed  program  income  shown  on  lines  c and/or  g above."  General  program  income  subject  to  the 
additional  costs  alternative  must  be  reported  on  lines  10r,  "Disbursed  program  income  using  the  addition 
alternative,"  and  10s,  "Undisbursed  program  income,"  as  appropriate.  Total  program  income  realized  should  be 
reported  on  line  1 0t  as  instructed.  General  program  income  subject  to  a combination  of  these  alternatives  must 
be  reported  accordingly,  i.e.,  the  first  $25,000  should  be  reported  on  lines  lOr  and  10s,  and  income  in  excess 
of  $25,000  should  be  reported  on  lines  10c  and  lOq.  Costs  (both  direct  and  indirect)  associated  with  generating 
program  income  which  are  deducted  from  the  program  income  receipts  when  such  costs  are  not  already  charged  to 
the  project  should  not  be  reported  on  the  FSR. 

Proceeds  from  the  Sale  of  Real  Property  and  from  Sale  of  Equipment  and  Supplies  Acquired  for  Use  - 

o Sale  of  Property  - Section  74.134  of  Subpart  0,  "Property,"  states  that  the  disposition  instructions  of  the 
granting  agency  shall  be  followed  when  real  property  is  no  longer  to  be  used  by  the  grantee  or  transferred  to 
an  eligible  third  party. 

o Sale  of  Equipment  - Grantees  subject  to  the  requirements  in  45  CFR  74.139,  "Disposition  of  equipment,"  shall 
reflect  income  earned  from  the  sale  of  equipment  on  the  FSR  if  the  grantee's  project  or  program  for  which 
equipment  was  acquired  is  still  receiving  grant  support.  If  authorized  by  the  awarding  unit,  grantees  may  use 
the  income  for  allowable  costs  of  the  project.  This  income  would  be  reported  on  lines  lOc/IOq,  lOr,  or  10s  in 
accordance  with  awarding  unit  authorized  disposition.  There  are  no  reporting  requirements  for  nonprofit 
institutions  of  higher  education  or  nonprofit  organizations  whose  primary  purpose  is  the  conduct  of  scientific 
research  since  they  are  not  subject  to  the  requirements  in  45  CFR  74.139. 

o Unused  Supplies  - Grantees  subject  to  the  requirements  in  45  CFR  74.141,  "Unused  supplies,"  should  reflect 
any  credit  to  the  grant  on  lines  10c  and  1 Oq  of  the  FSR.  There  are  no  reporting  requirements  for  non-profit 
institutions  of  higher  education  or  non-profit  organizations  whose  primary  purpose  is  the  conduct  of  scientific 
research  since  they  are  not  subject  to  the  requirements  in  45  CFR  74.141 . 

Royalties  and  Other  Income  Earned  from  a Copyrighted  Work  - Where  the  terms  of  the  Notice  of  Grant  Award  (NGA) 
do  not  specify  disposition,  no  reporting  of  income  is  required  on  the  FSR.  Where  the  terms  of  the  NGA  govern 
disposition,  this  kind  of  income  would  be  reported  on  FSR  lines  lOc/IOq,  lOr,  or  10s  in  accordance  with  awarding 
unit  authorized  disposition. 

Royalties  or  Equivalent  Income  Earned  from  Patents  or  from  Inventions  - Where  the  terms  of  the  NGA  do  not  specify 
disposition,  this  kind  of  income  should  be  reported  to  the  Extramural  Inventions  Office,  Office  of  Policy  for 
Extramural  Research  Administration,  on  the  annual  utilization  report.  Where  the  terms  of  the  NGA  govern 
disposition,  this  kind  of  income  would  be  reported  on  FSR  lines  lOc/IOq,  10r,  or  10s  in  accordance  with  awarding 
unit  authorized  disposition,  as  well  as  to  the  Extramural  Inventions  Office  on  the  annual  utilization  report. 

Income  After  Grant  or  Subgrant  Support  Not  Otherwise  Treated  - Unless  specified  in  the  terms  of  the  NGA  there 
are  no  reporting  requirements  for  income  accrued  after  the  period  of  grant  support  ends. 

Questions  regarding  these  instructions  may  be  directed  the  Grants  Management  Office  of  the  awarding  NIH  Institute 
or  Center.  The  Long  Form  Financial  Status  Report  is  available  upon  request  from  the  Federal  Assistance 
Accounting  Branch,  National  Institutes  of  Health,  (301)  496-5287. 

EXTENSION  OF  COOPERATIVE  AGREEMENTS  ON  MATCHING  PATIENTS  TO  ALCOHOLISM  TREATMENTS 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
P.T.  34;  K.W.  0404003,  0745070 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  has  an  active  interest  in  the  support  of  research 
projects  addressing  issues  of  the  effective  matching  of  alcoholism  patients  to  specific  treatments  based  on  their 
individual  characteristics.  In  1989,  NIAAA  issued  Requests  for  Applications  (RFAs)  for  clinical  research  units, 
and  a coordinating  center,  respectively,  for  Cooperative  Agreements  on  Matching  Patients  to  Alcoholism 
Treatments.  The  first  five  years  of  support  for  these  awards  will  end  in  1994.  The  NIAAA  intends  to  extend  this 
cooperative  agreement  program  for  an  additional  three  years  and  to  limit  competition  to  investigators  from  the 
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current  clinical  research  units  and  the  coordinating  center.  This  limitation  of  eligibility  is  based  on  the 
current  awardees'  unique  access  to  the  study  population  and  data  derived  therefrom,  and  unique  expertise  with 
respect  to  the  assessment  instrunents  developed  specifically  for  this  study. 

Although  competition  for  this  cooperative  agreement  study  extension  is  limited,  NIAAA  wishes  to  call  attention 
to  its  ongoing  program  announcement  entitled  "Research  on  Alcoholism  Patient -Treatment  Matching"  (PA-92-75)  dated 
May  1992.  Research  grant  applications  are  encouraged  under  this  program  announcement  without  any  limitation  on 
el igibi l ity. 

INQUIRIES 

Additional  information  on  either  of  these  alcoholism  treatment  matching  research  programs  may  be  obtained  from: 
John  Allen,  Ph.D. 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  14C-20 

Rockville,  MD  20857 

Telephone:  (301)  443-0796 

FAX:  (301)  443-8774 

EXTENSION  OF  COOPERATIVE  AGREEMENTS  ON  THE  GENETICS  OF  ALCOHOLISM 

NIH  CUIDE.  Volume  22,  Number  21,  June  11,  1993 
P.T.  34;  K.W.  0404003,  1002019 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  has  an  active  interest  in  the  support  of  research 
projects  addressing  the  genetic  aspects  of  alcoholism.  In  1989,  NIAAA  issued  Requests  for  Applications  (RFAs) 
for  extramural  research  groups  and  a coordinating  center,  respectively,  for  Cooperative  Agreements  on  the 
Genetics  of  Alcoholism.  The  first  five  years  of  support  for  these  awards  will  end  in  1994.  The  NIAAA  intends 
to  continue  this  cooperative  agreement  program  for  an  additional  five  years  and  to  limit  competition  to 
investigators  from  current  extramural  research  groups  and  the  coordinating  center.  This  limitation  of 
eligibility  is  based  on  the  current  awardees'  unique  access  to  the  study  probands  and  their  biological  relatives, 
and  unique  expertise  with  respect  to  interviewer  training  in  the  use  of  assessment  instruments  developed 
specifically  for  this  study. 

Although  competition  for  extension  of  this  cooperative  agreement  is  limited,  NIAAA  calls  attention  to  its  program 
announcement  entitled  "Genetic  Studies  in  Alcohol  Research"  (PA-93-086)  issued  on  May  21,  1993.  Research  grant 
applications  are  encouraged  under  this  program  announcement  without  any  limitation  on  eligibility. 

INQUIRIES 

Additional  information  on  the  extension  of  the  cooperative  agreement  may  be  obtained  from: 

Helen  Chao,  Ph.D. 

Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16C-06 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-2530 

FAX:  (301)  227-8673 

Additional  information  on  the  genetics  research  program  may  be  obtained  from: 

Robert  W.  Karp,  Ph.D. 

Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16C-05 

Rockville,  MD  20857 

Telephone:  (301)  443-4223 

FAX:  (301)  227-8673 
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CONFERENCE  ON  PLAGIARISM  AND  THEFT  OF  IDEAS 


NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
P.T.  42;  K.W.  1014006 
National  Institutes  of  Health 

The  Office  of  Research  I ntegr i ty/ American  Association  for  the  Advancement  of  Science  (ORI/AAAS)  Conference  on 
Plagiarism  and  Theft  of  Ideas  will  be  held  on  June  21  from  8:00  am  to  5:00  pm  and  on  June  22  from  8:00  am  to  1:00 
pm  in  Lister  Hill  Auditorium,  Building  38A,  National  Institutes  of  Health. 

INQUIRIES 

For  more  information,  contact: 

Dr.  Alan  Price  or  Ms.  Karen  Gorirossi 
Office  of  Research  Integrity 
5515  Security  Lane,  Suite  700 
Rockville,  MD  20852 
Telephone:  (301)  443-5330 
FAX:  (301)  227-0039 

MICHD  TRANSGENIC  MOUSE  DEVELOPMENT  FACILITY 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 

P.T.  34;  K.U.  1002002,  1002019,  0760053 

National  Institute  of  Child  Health  and  Human  Development 

The  NICHD  Transgenic  Mouse  Development  Facility  (NTDF)  is  a research  resource  that  develops  transgenic  mice  for 
investigators  requiring  these  services.  It  was  established  to  provide  reliable  and  affordable  transgenic  mice 
primarily  to  biomedical  research  grantees. 

Specifically,  the  NTDF  supports  basic  biomedical  research  by  providing  investigators  with  the  following 
customized  services: 

o Analyzing  constructs  for  microinjection. 

o Microinjecting  constructs  into  fertilized  one-cell  mouse  eggs  and  reimplanting  into  pseudopregnant  recipient 
females. 

o Testing  potential  founders  for  DNA  integration, 
o Producing  at  least  two  integration-positive  transgenic  mice. 

Applications  for  services  should  be  requested  from  the  Director,  NTDF.  Completed  applications  are  submitted 
anytime  to  the  NICHD  Project  Officer  for  review.  All  applications  are  handled  confidentially  and  those 
constructs  approved  are  microinjected  at  the  NTDF.  The  Investigator  is  charged  a non- refundable  fee  for  initial 
analysis  of  the  constructs.  An  additional  fee  is  assessed  if  two  or  more  integration-positive  transgenic  mice 
are  produced. 

The  NTDF  is  supported  by  a contract  award  from  the  National  Institute  of  Child  Health  and  Human  Development,  NIH. 
INQUIRIES 

Direct  programmatic  inquiries  regarding  this  research  resource  to: 

Allan  Lock,  D.V.M. 

NTDF  Project  Officer 

National  Institute  of  Child  Health  and  Human  Development 
Building  6100,  Room  4B01 
Bethesda,  MD  20892 
Telephone:  (301)  496-5541 

Direct  requests  for  applications  and  resource  inquiries  to: 

Mark  Swanson,  Ph.D. 

Director,  NICHD  Transgenic  Mouse  Development  Facility 

303B  College  Road  East 

Princeton,  NJ  08540 

Telephone:  (609)  520-0300 

FAX:  (609)  520-9864 
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AVAILABILITY  OF  PROGRAM  PROJECT  GUIDELINES 


NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
P.T.  34;  K.U.  0715035,  1014006 
National  Cancer  Institute 

The  National  Cancer  Institute  (NCI)  announces  the  availability  of  updated  guidelines  for  program  project  (P01) 
applications  that  are  likely  to  be  assigned  to  the  NCI  for  review  and  funding.  Investigators  anticipating 
submission  of  a P01  should  request  a copy  of  the  guidelines,  which  explain  NCI  policies  and  procedures  relating 
to  the  preparation,  submission  and  review  of  P01  applications. 

INQUIRIES 

Investigators  may  obtain  copies  of  the  guidelines  and  referrals  for  information  regarding  programmatic  interests 
in  such  applications  from: 

Referral  Office,  Division  of  Extramural  Activities 

National  Cancer  Institute 

Executive  Plaza  North,  Room  636 

Bethesda,  MD  20892 

Telephone:  (301)  496-3428 

FAX:  (301)  402-0275 

NIH  REGIONAL  SEMINAR  IN  GRANTS  ADMINISTRATION 

NIH  GUIDE.  Volune  22,  Number  21,  June  11,  1993 
P.T.  42;  K.U.  1014006 
National  Institutes  of  Health 

PLEASE  NOTE:  THE  DEADLINE  FOR  REGISTERING  HAS  BEEN  EXTENDED  TO  JUNE  18,  1993 

A regional  conference  covering  topics  related  to  grants  administration  at  the  National  Institutes  of  Health  (NIH) 
has  been  scheduled  for  Monday  and  Tuesday,  June  28-29,  1993,  at  the  Sheraton  Hotel  in  Augusta,  Georgia. 

The  seminar,  hosted  by  the  Medical  College  of  Georgia,  is  located  to  attract  research  administrators  from  the 
southern  region  of  the  United  States  --  Alabama,  Arkansas,  Florida,  Georgia,  Kentucky,  Louisiana,  Mississippi, 
North  Carolina,  Oklahoma,  South  Carolina,  Tennessee,  Texas,  Virginia,  and  West  Virginia.  Those  interested  from 
other  states  are  also  invited.  In  addition,  staff  from  small  and  minority  colleges,  for-profit  research 
organizations,  hospitals,  universities  and  medical  centers  are  encouraged  to  attend. 

This  two-day  conference  will  be  of  interest  to  both  new  and  senior  grant  administrators  and  Principal 
Investigators.  Discussions  of  current  issues  that  affect  NIH  funding  and  grant  administration  will  be  included 
to  give  conference  participants  a comprehensive,  up-to-date  view  of  NIH-sponsored  research.  Topics  for 
discussion  will  include  the  fundamentals  of  conducting  business  with  NIH  (application  preparation,  peer  review, 
budget  analysis,  and  award  determination)  and  contemporary  topics  (strategic  and  financial  management  plans, 
indirect  costs,  and  effective  administration  between  NIH  and  recipients).  The  format  for  this  conference  will 
include  case  studies,  group  discussions,  and  formal  presentations.  Time  will  be  available  for  conference 
participants  to  meet  informally  with  NIH  representatives  to  discuss  topics  of  special  interest. 

Mr.  Geoffrey  Grant,  Director,  Office  of  Policy  for  Extramural  Research  Administration  at  NIH,  and  representatives 
from  the  Grants  Policy  Office,  Division  of  Research  Grants,  and  grants  management  and  program  staff  from  several 
awarding  components  of  NIH  will  be  featured  speakers. 

DATE:  June  28-29,  1993 

LOCATION 
Sheraton  Hotel 
2651  Perimeter  Parkway 
Augusta,  GA 

Telephone:  (706)  855-8100 

Participants  must  make  hotel  reservations  directly,  and  should  mention  the  regional  seminar  when  doing  so. 

COST  OF  WORKSHOP:  $125 
REGISTRATION  AND  INQUIRIES 

The  deadline  for  advance  registration  has  been  extended  to  June  18,  1993.  Conference  space  is  limited  to  the 
first  250  registrants.  For  registration  materials,  send  a FAX  that  provides  your  name,  institution,  address, 
telephone  number,  and  anticipated  number  of  registrants  to  Ms.  Becky  Jones,  Physician's  Practice  Group.  FAX  (706) 
724-1600.  Allow  7 to  10  days  for  receipt  of  the  materials.  If  you  have  any  questions,  you  may  call  Ms.  Jones 
at  (706)  828-6422. 
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THE  HUMAN  BRAIH  PROJECT:  PHASE  1 FEASIBILITY  STUDIES 


NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 

PA  NUMBER:  PA-93-068 

P.T.  34;  K.W.  0705010,  1002030,  1004017 

National  Institute  of  Mental  Health 
National  Institute  on  Drug  Abuse 
National  Science  Foundation 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  on  Deafness  and  Other  Communication  Disorders 
National  Center  for  Research  Resources 
National  Library  of  Medicine 
Office  of  Naval  Research 

National  Aeronautics  and  Space  Acini nistrat ion 

For  the  information  of  those  intending  to  apply  in  response  to  the  program  announcement,  "The  Human  Brain 
Project:  Phase  I Feasibility  Studies"  (PA-93-068;  NIH  GUIDE,  Vol.  22,  No.  13,  April  2,  1993),  add  the  following 
sentence  to  the  REVIEU  CONSIDERATIONS  Section:  "Applications  deemed  by  the  Division  of  Research  Grants  to  be 
inappropriate  for  this  program  announcement  will  be  assigned  to  the  appropriate  agencies,  institutes  and  centers 
according  to  their  goals  and  designs  and  in  accordance  with  standard  referral  guidelines." 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

SYNTHETIC  PEPTIDES:  PURITY  DETERMINATION.  STABILITY  TESTING  AND  QUANTITATION 

NIH  GUIDE.  Volune  22,  Number  21,  June  11,  1993 
RFP  AVAILABLE:  N01DA-3-7402 
P.T.  34;  K.W.  1003006,  0760060,  0404009 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  for  the  analysis  of  the  chemical  optical 
purity  of  a number  of  peptides  and  development  of  analytical  methodology  for  a few  selected  peptides  (especially 
opioid  peptides).  Offerors  should  be  experienced  in  synthesis  of  peptides  by  conventional  and  solid  phase 
methods.  It  is  anticipated  that  a five  year,  incrementally  funded  cost  reimbursement  type  contract  will  be 
awarded.  Request  for  Proposals  (RFP)  No.  N01DA-3-7402  was  issued  on  May  17,  1993,  and  responses  are  due  to  be 
received  in  the  Contracting  Office  approximately  45  calendar  days  thereafter. 

INQUIRIES 

Only  written  or  facsimile  requests  for  this  RFP  will  be  accepted.  Forward  all  requests  to: 

Ms.  Johnnie  L.  Rice,  Contract  Specialist 

National  Institute  on  Drug  Abuse 

Parklawn  Building,  Room  10-49 

5600  Fishers  Lane 

Rockville,  MD  20857 

FAX:  (301)  443-7595) 

TERRY  BEIRN  COMMUNITY  PROGRAMS  FOR  CLINICAL  RESEARCH  ON  AIDS 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
RFP  AVAILABLE:  NIH-NIAID-DAIDS-94-11 
P.T.  34;  K.U.  0715008,  0785035 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Division  of  AIDS  (DAIDS),  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  has  a requirement 
for  the  continuation  of  the  Terry  Beirn  Community  Programs  for  Clinical  Research  on  AIDS  (TB  CPCRA).  The  purpose 
of  these  contracts  is  to  expand  and  strengthen  the  HIV  clinical  research  effort,  support  community  participation 
in  HIV  research,  enhance  the  participation  of  women,  minorities  and  injection  drug  users  in  HIV  clinical  research 
and  to  ensure  the  prompt  translation  of  research  findings  to  primary  care  providers.  This  is  a recompetition 
of  an  ongoing  program. 

Proposals  must  describe  the  offeror  organization  and  document  the  availability  of  patient  population,  recruitment 
and  follow-up  plans  appropriate  for  the  conduct  of  communi ty- based  trials.  The  offeror  must  be  able  to  initiate 
a minimum  of  three,  but  not  to  exceed  a maximum  of  ten  community  based  research  projects  per  year,  depending  on 
size  and  complexity  and  designed  in  conjunction  with  NIAID  staff.  Offerors  are  expected  to  enroll  at  least  30 
to  50  patients  into  studies.  These  may  be  investigator- initiated  or  NIAID- initiated  multicenter  collaborative 
trials.  All  CPCRA  research  must  be  approved  by  the  DAIDS  Clinical  Trials  Review  Committee  prior  to  being 
implemented. 
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The  successful  offerors  to  this  Request  for  Proposal  (RFP)  must  have  the  demonstrated  or  potential  ability  to 
implement  and  manage  a clinical  research  program  based  in  primary  care  settings.  Proposals  will  be  accepted  from 
domestic  organizations  made  up  of  licensed  physicians  and  nurses  with  access  to  a substantial  patient  population 
infected  with  HIV.  Particular  emphasis  will  be  given  to  organizations  which  serve  minorities,  women  at  risk  for 
HIV  infection  and  persons  who  use  IV  drugs  and/or  organizations  composed  of  women  and  minorities.  Evidence  of 
substantial  experience  by  the  members  of  the  organization  in  the  care  and  treatment  of  persons  with  HIV  infection 
must  be  documented  in  the  proposal.  Mandatory  Criterion:  Offeror's  must  document,  e.g.,  by  including  letters 
of  commitment  from  the  organization,  that,  with  respect  to  the  CPCRA  scientific  and  clinical  issues,  the  overall 
direction  and  decision  processes  rest  with  the  primary  care  clinicians.  Proposals  must  also  demonstrate  support 
from  the  community  served  by  the  offering  organization,  such  as  endorsement  by  relevant  community  organizations, 
and  community  participation  in  the  decision  process  of  the  provision  of  clinical  care,  clinical  management  or 
research  priorities  and  conduct  of  research.  Offerors  must  demonstrate  relationships  with  community  health  care 
facilities  such  as  hospitals,  public  health  departments,  and  regional  tertiary  care  centers,  to  ensure 
integration  of  the  offeror  clinicians  within  the  local  medical  care  structure.  This  must  include  affiliations 
with  local  hospitals  so  participating  patients  can  be  followed  by  offeror  physicians  if  hospitalization  is 
required.  Offerors  must  have  access  to  a clinical  laboratory  competent  to  perform  the  studies  required  for 
communi ty- based  clinical  trials.  Offerors  in  cities  that  include  one  or  more  AIDS  Clinical  Trial  Unit  (ACTU), 
must  describe  a formalized  communication  link  with  an  NIAID  supported  ACTU(s).  This  should  include  relevant 
researchers,  clinicians,  and/or  administrators  of  both  the  community  organization  and  the  ACTU  and  should  provide 
a forum  for  discussion  of  goals,  protocols,  and  entry  criteria  of  clinical  research  at  both  the  ACTU  and  the 
Community  Program  for  Clinical  Research  on  AIDS. 

This  is  an  announcement  for  an  anticipated  RFP.  RFP  NIH-NIAID-DAIDS-94-11  will  be  available  on  or  about  June 
30,  1993  and  proposals  will  be  due  by  4:30  p.m. , local  time,  on  November  3,  1993.  It  is  anticipated  that 
fifteen  to  twenty  contracts  will  be  awarded  as  a result  of  this  solicitation.  It  is  expected  that  the  contract 
will  have  a five  year  period  of  performance,  and  a completion  cost -reimbursement  type  contract  is  anticipated. 

INQUIRIES 

To  receive  a copy  of  the  RFP,  provide  this  office  with  five  self-addressed  mailing  labels.  Telephone  inquiries 
will  not  be  honored  and  all  inquiries  must  be  in  writing.  A short-form  version  of  the  RFP  will  be  provided 
first,  which  includes  only  the  Statement  of  Work,  Reporting  Requirements  and  the  Evaluation  Criteria  to  be  used 
for  selection  of  the  awardees.  After  examining  this,  a full-text  version  of  the  RFP  must  be  requested,  in 
writing,  for  those  offerors  interested  in  responding.  FAX  requests  are  acceptable  for  the  full  text  versions 
of  the  RFP  only. 

Requests  for  the  RFP  may  be  directed  in  writing  to: 

Nancy  Hershey 

Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

FAX:  (301)  402-0972 

All  proposals  from  responsible  sources  will  be  considered  by  the  NIAID.  This  advertisement  does  not  commit  the 
Government  to  award  a contract. 

INFORMATION  SERVICES  IN  SUPPORT  OF  CANCER  RESEARCH 

NIH  GUIDE.  Volune  22,  Number  21,  June  11,  1993 
RFP  AVAILABLE:  NCI -CM -37844 -37 
P.T.  34;  K.W.  0715035,  1004017,  0755018 
National  Cancer  Institute 

The  Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute  (NCI),  intends  to  enter  into  negotiations  with 
the  Japanese  Foundation  for  Cancer  Research  to  provide  information  pertaining  to  cancer  treatment  research  in 
Japan.  The  major  objectives  of  this  project  are:  (1)  Monitor  the  advances  in  precl inical  and  clinical  cancer 
therapy  research  in  Japan;  (2)  provide  preliminary  results  of  all  clinical  trials  and  screening  evaluations 
underway  at  the  Cancer  Chemotherapy  Center  of  Japan  involving  investigational  drugs  sponsored  by  the  NCI;  (3) 
manage  specific  projects  within  the  treatment  area  of  the  U.S.  Japan  Cooperative  Cancer  Research  Program, 
including  scientist  exchanges  and  the  organization  of  meetings;  (4)  attend  all  major  scientific  meetings  in  Japan 
related  to  contract  objectives  and  report  to  the  DCT  the  results  presented;  (5)  provide  to  the  DCT  all  titles 
of  abstracts  related  to  cancer  therapy  presented  at  Japanese  scientific  meetings  (These  titles  are  to  be  collated 
and  translated  into  English.  Titles  of  all  scientific  reports  in  this  field  that  are  published  in  Japan  are 
to  be  translated  and  provided  to  DCT);  and  (6)  establish  a bilateral  exchange  of  postdoctoral  fellows  between 
the  U.S.  and  Japan.  This  initiative  would  fund  up  to  10  exchange  fellowships  throughtout  U.S.  or  Japan  for 
periods  of  two  to  three  years.  The  Japanese  Foundation  proposes  to  cost  share  50  percent  of  the  fellows  stipend 
and  the  other  50  percent  will  derive  from  this  contract. 
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Although  this  is  a sole  source  contract  with  the  Japanese  Foundation  for  Cancer  Research,  the  NCI  will  consider 
other  proposals  that  may  offer  an  advantage  to  the  Government. 

INQUIRIES 

Requests  for  this  Request  for  Proposals  (RFP)  must  be  in  writing  and  reference  RFP  No.  NCI -CM-37844-37.  The  RFP 
is  due  to  be  mailed  out  June  14,  1993  and  responses  will  be  due  45  days  from  that  date.  Requests  must  be 
addressed  to: 

Patricia  lightner,  Contract  Specialist 
Research  Contracts  Branch,  TCS 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  603 
Bethesda,  HD  20892 
Telephone:  (301)  496-8620 

No  collect  calls  will  be  accepted. 

DEVELOPMENT  AND  PERIOOIC  UPDATING  OF  CLINICAL  PRACTICE  GUIDELINES  FOR  THREE  MEDICAL  CONDITIONS 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
RFP  AVAILABLE:  282-93-0029 
P.T.  34;  K.U.  0730050 

Agency  for  Health  Care  Policy  and  Research 

The  General  Acquisition  Branch  of  the  Division  of  Acquisition  Management,  Public  Health  Service,  on  behalf  of 
the  Agency  for  Health  Care  Policy  and  Research,  proposes  to  award  contracts  for  the  development  and  periodic 
updating  of  clinical  practice  guidelines,  medical  review  criteria,  standards  of  quality,  and  performance  measures 
on:  screening  for  colorectal  cancer,  management  of  chronic  pain  with  special  emphasis  on  headache  pain,  and 
nosocomial  urinary  tract  infection.  Three  awards  are  anticipated.  The  proposed  awards  will  be  set-aside  for 
public  and  non-profit  organizations.  Anticipated  award  date  is  September  1993.  The  period  of  performance  is 
38  months. 

INQUIRIES 

This  is  an  announcement  for  an  anticipated  Request  for  Proposal  (RFP).  RFP  No.  282-93-0029  is  now  available. 
A closing  date  is  tentataively  set  for  August  1,  1993.  Requests  for  the  RFP  must  be  submitted  in  writing  to: 

Michele  Trotter,  Division  of  Acquisition  Management 

General  Acquisition  Branch 

Public  Health  Service 

5600  Fishers  Lane,  Room  5-101 

Rockville,  MD  20857 

CLINICAL  TRIALS  OF  BIOLOGICAL  RESPONSE  MODIFIERS 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
RFP  AVAILABLE:  NCI -CM-47001 -64 
P.T.  34;  K.U.  0715035,  0740015,  0755015 
National  Cancer  Institute 

The  National  Cancer  Institute  (NCI)  plans  to  award  five-year  incrementally  funded  contracts  for  the  performance 
of  multiple  clinical  trials  of  biological  response  modifiers.  Offerors  will  be  required  to  demonstrate  their 
capability  to  perform,  within  appropriate  timeframes.  Phase  I clinical  trials  of  biological  response  modifiers. 
Emphasis  should  be  on  excellent  patient  accrual,  trial  design,  and  conduct  of  laboratory  studies  of  biological 
correlates.  A theoretical  (sample)  laboratory  and  clinical  protocol  will  be  required  with  the  proposal.  The 
contractors  will  design,  write,  and  develop  clinical  protocols  for  the  biological  response  modifiers  identified 
for  study.  The  NCI  will  supply  agents  for  clinical  trials  and  hold  the  investigational  new  drugs  (INDs).  All 
contract  clinical  protocols  will  require  NCI  approval.  Contract  clinical  trials  will  be  monitored  by  NCI's 
Clinical  Trials  Monitoring  Services.  These  trials  will  focus  on  initial  Phase  Ia/Ib  studies  of  new  biological 
response  modifiers  and  on  studies  specifically  related  to  issues  of  mechanism  of  action.  Each  contractor  will 
perform  up  to  three  clinical  trials  per  year.  Up  to  three  awards  are  planned.  At  least  one  award  will  be 
devoted  to  monoclonal  anti -bodies  and  targeting  agents,  and  at  least  one  award  will  focus  on  biological  response 
modifiers  such  cytokines  and  growth/differentiation  factors.  Beginning  with  each  contract  protocol,  the 
contractor  will  submit  data  to  Clinical  Trials  Monitoring  Service  biweekly  using  NCI  Case  Report  Forms  or 
electronic  data  transfer. 

INQUIRIES 

Request  for  Proposals  (RFP)  NCI -CM-47001 -64  will  be  issued  on  or  about  June  15,  1993  and  offers  will  be  due 
approximately  six  weeks  later.  No  telephone  requests  will  be  accepted.  This  procurement  is  unrestricted.  The 
Standard  Industrial  Classification  (SIC)  code  is  8731.  No  collect  calls  will  be  accepted.  Requests  are  to  be 
addressed  to: 


. 


i 
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Mr.  Carl  A.  Newman,  Contract  Specialist 
Research  Contracts  Branch,  TCS 
National  Cancer  Institute 
Executive  Plaza  South,  Room  603 
Bethesda,  MD  20892 
Telephone:  (301)  496-8620 

LARGE  SCALE  AUTOMATED  DNA  SEQUENCING  OF  HUMAN  GENES  INVOLVED  IN  NEUROLOGICAL  DISORDERS 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
RFP  AVAILABLE:  NIH-NINDS-93-11 
P.T.  34;  k.w.  0755045,  0715138 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  National  Institutes  of  Health  (NIH),  has 
a requirement  for  the  research  and  development  of  highly  reproducible,  rapid  DNA  template  production  and 
purification  procedures.  DNA  must  be  of  sufficient  purity  for  highly  accurate  automated  DNA  sequence  analysis. 
Additional  requirements  include  screening  and  amplification  of  clones  from  lambda,  cosmid  or  YAC  libraries  and 
biological  samples.  Libraries  of  plasmid  subclones  are  to  be  made  from  the  larger  clones.  Genetic  typing  with 
highly  informative  polymerase  chain  reaction  (PCR)  based  markers  is  another  requirement.  Work  under  the  proposed 
contract  will  support  the  mission  objectives  of  the  NINDS  Core  DNA  Sequencing  Facility.  The  Facility  provides 
rapid  DNA  sequencing  and  other  services  to  NINDS  scientists  for  use  in  basic  and  clinical  neuroscience  projects. 

Prospective  offerors  should  have  expertise  and  experience  in  several  areas  of  molecular  biology  and  nucleic  acid 
biochemistry.  In  particular,  offerors  shall  have  experience  in  DNA  isolation  and  analysis  techniques,  basic 
microbiological  techniques,  growth  of  filamentous  bacteriophage,  use  of  restriction  endonucleases  and  DNA 
modifying  enzymes,  bacterial  transformation,  DNA  hybridization,  and  use  of  PCR. 

This  requirement  represents  a recompetition  of  work  currently  being  performed  under  NINDS  Contract  No. 
NOl-NS-O-2387,  with  Collaborative  Research,  Inc.,  Waltham,  MA.  It  is  expected  that  the  incumbent  Contractor  will 
recompete. 

A single  award  is  anticipated  with  the  performance  period  not  to  exceed  three  years. 

This  is  not  a Request  for  Proposals  (RFP).  RFP  No.  NIH-NINDS-93-11  will  be  issued  on  or  about  June  11,  1993, 
with  responses  due  on  or  about  July  31,  1993. 

INQUIRIES 

To  receive  a copy  of  the  RFP,  submit  a written  request  and  supply  two  self-addressed  mailing  labels  to: 

Contracts  Management  Branch 
Division  of  Extramural  Activities 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  901 
7550  Wisconsin  Avenue 
Bethesda,  MD  20892 

Reference:  RFP  No.  NIH-NINDS-93-11 

This  announcement  does  not  commit  the  NINDS  to  make  an  award.  All  responsible  sources  may  submit  a proposal  that 
will  be  considered  by  the  Government. 

ETHNIC  MINORITY  FAMILIES  WITH  RETARDED  MEMBERS 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 

RFA  AVAILABLE:  HD-93-014 

P.T.  34,  FF;  K.W.  0715130,  0730050,  0710030 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  July  21,  1993 
Application  Receipt  Date:  September  9,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Mental  Retardation  and  Developmental  Disabilities  Branch  (MRDD),  Center  for  Research  for  Mothers  and  Children 
(CRMC) , of  the  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites  research  grant 
applications  on  ethnic  minority  families  with  mentally  retarded  or  developmental  I y disabled  members.  The  ethnic 
minority  populations  to  be  studied  are:  African-American;  Hispanic;  Asian- American,  including 
Pacific-Island-Americans;  and  American- Indian,  including  Alaskan- Natives.  High  priority  research  topics  include 
traditional  beliefs,  values,  and  responses  to  mental  retardation  and  developmental  disability  of  these  ethnic 
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groups,  formal  and  informal  support  systems  that  are  most  likely  to  be  used  by  families  in  these  groups,  and  the 
impact "of  ethnicity  on  families*  interactions  with  various  types  of  service  agencies. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Ethnic  Minority 
Families  with  Retarded  Members,  centers  on  a high  priority  area,  the  health  and  well-being  of  several  special 
populations:  people  with  disabilities,  and  people  in  particular  ethnic  minority  groups,  many  of  whom  have  low 
incomes.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 

017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  laboratories,  units  of  state  and  local  governments,  and  eligible  agencies  of  the  Federal 
government.  Minority  investigators  and  women  are  encouraged  to  apply.  It  is  suggested  that  applicants  have 
research  experience  pertinent  to  the  research  agenda  spelled  out  in  the  RFA.  Foreign  institutions  are  not 
eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  awards  (R29). 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  two  funding  mechanisms:  the  National  Insti tutes  of  Health  (NIH)  individual  research  grant 
(ROD  and  the  FIRST  award  (R29).  Responsibility  for  the  planning,  di recti  on,  and  execut i on  of  the  proposed 
project  will  be  solely  that  of  the  appl icant.  The  total  project  period  for  appl i cat  ions  submitted  in  response 
to  the  present  RFA  may  not  exceed  five  years. 

This  RFA  is  a one-time  solicitation.  Future  unsol ici ted  competing  continuation  appl i cat  ions  will  compete  with 
all  investigator- ini tiated  appl ications  and  be  reviewed  according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

It  is  estimated  that  applications  submitted  in  response  to  this  announcement  will  compete  for  approximately 
$750,000  in  direct  costs  that  will  be  made  available  for  the  first  year  of  support.  It  is  expected  that  four 
awards  will  be  made.  The  number  of  awards  depends  on  the  overal l scientific  merit  of  the  applications.  Although 
this  program  is  provided  for  in  the  financial  plans  of  the  NICHD,  awards  pursuant  to  this  RFA  are  also  cont i ngent 
upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  RFA  is  to  encourage  research  on  ethnic  minority  fami l ies  with  retarded  or  developmental ly 
disabled  members.  High  priority  research  topics  include  the  following: 

A.  Traditional  beliefs,  values,  and  responses  to  mental  retardation  and  developmental  disability  of  particular 
ethnic  groups. 

B.  Formal  and  informal  support  systems  that  are  most  likely  to  be  used  by  members  of  fami l ies  from  various 
ethnic  mi  nor i ty  groups  with  retarded  or  developmental ly  disabled  members. 

C.  Variables  to  be  considered  in  the  development  of  appropriate  models  and  instruments  to  assess  fami ly 
functioning  and  needs  of  individuals  in  ethnic  mi  nor i ty  families  with  retarded  or  developmental ly  disabled 
members. 

It  is  expected  that  applicants  will  focus  on  a limited  number  of  variables  that  are  important  to  the  functioning 
of  families  from  spec i f i c ethnic  mi nor i ty  populations.  No  single  research  project  is  expected  to  address  all 
of  the  topics  above,  to  include  all  ethnic  minority  populations,  or  families  with  all  types  of  retardation  and 
disabi lity. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

This  RFA  calls  for  research  on  ethnic  minority  fami l ies  from  four  groups:  African-American;  Hispanic; 
Asian- American,  including  Pacif ic-Island-Americans;  and  American- Indians,  including  Alaskan- Natives.  Appl i cants 
are  encouraged  to  study  both  male  and  female  fami ly  members.  Fami ly  members  of  all  ages  may  be  studied. 

LETTER  OF  INTENT 

Investigators  who  expect  to  respond  to  this  RFA  may  submit  a letter  of  intent  by  July  21 , 1993.  The  letter  of 
intent  should  include  a descriptive  title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of 
the  Principal  Investigator,  the  names  of  any  other  key  personnel , and  the  number  and  title  of  the  RFA  in  response 
to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  evaluating  relevance  to  the  topic  of  the  RFA  and 
in  planning  for  the  review  of  appl ications. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Phyllis  W.  Berman  at  the  address  l isted  under  INQUIRIES. 
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APPLICATION  PROCEDURES 


Applications  are  to  be  submitted  on  Form  PHS  398  (rev.  9/91).  This  application  form  is  available  in  the  office 
of  sponsored  research  at  most  academic  and  research  institutions  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  594-7248.  The  receipt  deadline  for  applications  prepared  in  response  to  this  RFA  is  September 
9,  1993.  Late  applications  will  be  returned  to  the  applicant  without  review.  Applications  for  the  FIRST  Award 
(R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the  original 
application.  FIRST  Award  (R29)  applications  submitted  without  the  required  numbered  of  reference  letters  will 
be  considered  incomplete  and  will  be  returned  without  review. 

The  RFA  label  available  in  the  application  form  PHS  398  must  be  affixed  to  the  bottom  of  the  face  page.  Failure 
to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review 
committee  in  time  for  evaluation.  Check  "YES"  in  item  2a  on  the  face  page  of  the  application  and  type  "Ethnic 
Minority  Families  with  Mentally  Retarded  Members,  HD-93-014."  The  original  and  three  copies  of  the  application 
must  be  sent  or  delivered  to: 

Appl  ication  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

In  addition,  two  copies  of  the  application  must  be  sent  under  separate  cover  to: 

Susan  Streufert,  Ph.D. 

Division  of  Scientific  Review 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  5E01 
Bethesda,  MD  20892 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  by  the  NICHD  staff  for  completeness  and  responsiveness  to  the  RFA.  Incomplete 
applications  and  those  deemed  non- responsive  will  be  returned  to  the  applicant.  In  the  event  that  an  application 
is  returned,  the  applicant  has  the  option  to  resubmit  the  application  to  the  Division  of  Research  Grants  as  an 
unsolicited  application  during  one  of  the  three  yearly  review  cycles  (February  1,  June  1,  October  1).  If  the 
application  submitted  in  response  to  this  RFA  is  substantially  similar  to  a grant  application  already  submitted 
to  the  NIH  for  review,  but  not  yet  reviewed,  the  applicant  will  be  asked  to  withdraw  either  the  pending 
application  or  the  new  one.  Simultaneous  submission  of  identical  applications  will  not  be  allowed,  nor  will 
essentially  identical  applications  be  reviewed  by  different  review  committees.  Therefore,  an  application  cannot 
be  submitted  in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already  been  reviewed.  This 
does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications 
must  include  an  introduction  addressing  the  previous  critique. 

Applications  may  be  triaged  by  and  NICHD  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH 
will  withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the 
applicant  Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will 
undergo  further  scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated 
in  accordance  with  the  criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group 
convened  by  the  NICHD.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Child  Health  and 
Human  Development  Council. 

o Scientific,  technical,  or  medical  significance  and  originality  of  proposed  research. 

o Appropriateness  and  adequacy  of  the  experimental  approach  and  methodology  proposed  to  carry  out  the  research, 
o Qualifications  and  research  experience  of  the  Principal  Investigator  and  staff,  particularly,  but  not 
exclusively,  in  the  area  of  the  proposed  research, 
o Availability  of  resources  necessary  to  perform  the  research. 

o Appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research. 

AUARD  CRITERIA 

The  earliest  anticipated  award  date  is  April  1994.  The  following  will  be  considered  in  making  awards: 

o Quality  of  the  proposed  project  as  determined  by  peer  review, 
o Availability  of  funds. 

o Program  balance  among  research  areas  of  the  RFA. 

INQUIRIES 

Requests  for  additional  information  and  inquiries  concerning  this  RFA  are  encouraged.  Direct  inquiries  about 
programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Phyllis  W.  Berman,  Ph.D. 

Mental  Retardation  and  Developmental  Disabilities  Branch, 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  4B09D 
Bethesda,  MD  20892 
Telephone:  (301)  496-1383 
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For  fiscal  and  administrative  inquiries  regarding  this  announcement,  potential  applicants  may  contact: 


E.  Douglas  Shawver 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A17F 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.865,  Research  for  Mothers  and 
Children.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-  158,  42  USC  241  and  285)  and  ackninistered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

MINORITY  ENHANCEMENT  AWARDS 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 

RFA  AVAILABLE:  CA-93-027 

P.T.  34,  FF;  K.U.  0785035,  0715035,  0745070,  0710095 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  July  14,  1993 
Application  Receipt  Date:  September  22,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION,  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Comprehensive  Minority  Biomedical  Program  (CMBP),  Division  of  Extramural  Activities  (DEA),  National  Cancer 
Institute  (NCI),  invites  research  grant  applications  from  interested  investigators  with  access  to  large  or 
predominantly  minority  populations  to  promote  minority  group  participation  in  cancer  research  with  a special 
focus  on  cancer  control  research.  Support  provided  by  this  initiative  would  broaden  the  operational  base  of  each 
institution  by: 

1.  Expanding  cancer  control  and  prevention  efforts  in  early  detection,  prevention,  screening,  pre-treatment 
evaluation,  treatment,  continuation  care,  and  rehabilitation; 

2.  Increasing  the  involvement  of  minority  population  primary  care  providers  early  in  the  course  of  clinical 
treatment  research; 

3.  Promoting  the  involvement  in  treatment  research  at  the  institutional  level  with  a focus  on  the  development 
of  treatment  protocols  for  cancers  that  have  a high  incidence  in  minorities; 

4.  Supporting  programs  involving  diet  and  nutrition  cancer  control  research  activities; 

5.  Coordinating  the  contributions  of  investigators  from  various  relevant  disciplines,  psychology  and  nutrition; 
and 


6.  Promoting  the  inclusion  of  minority  individuals  at  all  levels  in  the  conduct  of  the  research  with  the 
increased  recruitment  of  minority  scientists  into  the  research  base  of  the  institution  as  an  expected  outcome. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Minority  Enhancement 
Awards,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000"  (Summary  report:  Stock  No. 

017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  (202)  783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and  eligible  agencies  of 
the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Institutions  are 
eligible  if  they  can  demonstrate  the  following: 

1.  Broad  research  capabilities  in  cancer  prevention,  cancer  control  and  cancer  treatment  as  evidenced  by 
significant  research  support  in  these  areas.  This  would  include  past  and  current  examples  of  ability  to  design 
and  implement  strong  clinical  trials  research  programs. 

2.  An  organizational  infrastructure  that  promotes  and  sustains  a strong  interdisciplinary,  interactive  cancer 
research  environment  which  links  basic  research  effectively  to  research  in  patient  and  populations  settings 
(e.g.,  NCI -designated  Comprehensive  Cancer  Centers). 
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3.  Clear  access  to  large  numbers  of  minorities  who  are  representative  of  the  minority  populations  in  the 
communities  and/or  regions  associated  with  the  institution. 

4.  Demonstrated  capability  to  work  with  minority  populations  in  a research  setting  within  communities  and/or 
regions. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01).  Applicants  will  be 
responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  Except  as  otherwise  stated  in 
this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants 
Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competitive  continuation  applications  will 
compete  with  all  investigator-initiated  applications  and  be  reviewed  by  the  Division  of  Research  Grants  (DRG). 
However,  should  the  NCI  determine  that  there  is  a sufficient  continuing  program  need,  a request  for  competitive 
continuation  applications  will  be  announced.  Only  recipients  of  awards  under  this  RFA  will  be  eligible  to  apply. 
The  average  amount  of  direct  costs  expected  per  award  is  $200,000. 

FUNDS  AVAILABLE 

Funding  in  the  amount  of  $1,600,000  in  total  costs  has  been  set  aside  for  the  first  year  to  specifically  fund 
applications  which  are  submitted  in  response  to  this  RFA.  It  is  anticipated  that  six  awards  will  be  made.  This 
funding  level  is  dependent  on  the  receipt  of  sufficient  number  of  applications  of  high  scientific  merit.  The 
total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  three  years.  The 
earliest  feasible  start  date  for  the  initial  awards  will  be  April  1,  1994.  Although  this  program  is  provided 
for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the 
availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

General  research  objectives  within  the  scope  of  this  initiative  include,  but  are  not  limited  to,  smoking  behavior 
in  minority  youth;  studies  of  communicat ion  strategies  for  presenting  information  to  minorities  about  cancer  and 
its  prevention;  investigations  of  patient  perspectives  of  cancer  risks;  the  design  and  evaluation  of 
interventions  to  minimize  and  prevent  distress  of  minority  patients  with  cancer;  the  development  of  pilot  studies 
for  minority  clinical  prevention  trials;  and  psychosocial  studies  and  perception  of  cancer  risk  in  minorities. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  July  14,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response 
to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NCI  staff  to  estimate  the  potential  review  workload  and 

to  avoid  conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Lemuel  Evans  at  the 

address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  September  22,  1993.  The  research  grant  application  form  PHS  398  (rev.  9/91) 

is  to  be  used  in  applying  for  these  grants.  These  forms  are  available  at  most  institutional  offices  of  sponsored 

research;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333 
Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441;  and  from  the  NCI  Program  Director  named 
below. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed  photocopies, 
in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

NCI  Referral  Office 
Division  of  Extramural  Activities 
National  Cancer  Institute 
Executive  Plaza  North,  Room  636 
Bethesda,  MD  20892 
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REVIEW  CONSIDERATIONS 


Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  for  responsiveness  by  the  NCI  Program 
Staff.  Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the 
application  is  not  responsive  to  the  RFA,  NCI  staff  will  contact  the  applicant  to  determine  whether  to  return 
the  application  to  the  applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next 
review  cycle.  Review  criteria  for  RFAs  are  generally  the  same  as  those  for  unsolicited  research  grant 
appl i cat  ions. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  concerning 
the  objectives  and  scope  of  this  RFA  or  inquiries  about  whether  or  not  specific  proposed  research  would  be 
responsive  is  welcome. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  interest  to: 
Dr.  Lemuel  Evans 

Division  of  Extramural  Activities 
National  Cancer  Institute 
Executive  Plaza  North,  Room  620 
Bethesda,  HD  20892 
Telephone:  (301)  496-7344 
FAX:  (301)  496-7911 

For  information  regarding  budgetary/administrative  issues  related  to  this  RFA,  contact: 

Ms.  Carolyn  Mason 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  Extension  59 
AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number  93.399,  Cancer  Control.  Awards 
are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  V,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 

PROGRAM  PROJECTS  ON  AUTOIMMUNITY 
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RFA  AVAILABLE:  AI-93-018 

P.T.  34;  K.W.  0715015,  0755030,  0765033,  0411005,  0745027 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  August  15,  1993 
Application  Receipt  Date:  November  16,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Allergy,  Immunology  and  Transplantation  of  the  National  Institute  of  Allergy  and  Infectious 
Diseases  (NIAID)  and  the  Rheumatic  Diseases  Branch  of  the  National  Institute  of  Arthritis  and  Musculoskeletal 
and  Skin  Diseases  (NIAMS)  invite  studies  aimed  at  elucidating  the  causes  and  mechanisms  of  tolerance  and 
autoimmune  diseases  and  at  the  application  of  this  basic  biomedical  knowledge  to  the  development  and 
implementation  of  new  preventive  and  treatment  modalities  for  these  diseases.  This  RFA  invites  applications  from 
collaborating  basic  science  and  clinical  research  investigators  who  are  interested  in  developing  novel  integrated 
studies  on  autoimmune  diseases. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Program  Projects 
on  Autoimmunity,  is  related  to  the  priority  areas  of  diabetes  and  chronic  disabling  diseases,  and  immunization 
and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock 
No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-782-3238). 
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ELIGIBILITY  REQUIREMENTS 


Research  grant  applications  may  be  submitted  by  domestic,  for-profit  and  non-profit  organizations,  public  and 
private  institutions,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Foreign  organizations  are  not  eligible  to  apply. 
Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  will  be  the  Program  Project  (P01)  grant.  Responsibility  for  the  planning,  direction, 
and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  may  not 
exceed  five  years. 

FUNDS  AVAILABLE 

The  estimated  total  funds  (direct  and  indirect  costs)  available  for  the  first  year  of  support  for  awards  under 
this  RFA  will  be  $2,300,000.  In  Fiscal  Year  1994,  the  NIAID  and  the  NIAMS  plan  to  fund  approximately  three 
program  projects.  Applications  may  not  request  budgets  in  excess  of  $500,000  total  direct  costs  in  the  first 
year  or  more  than  4 percent  annual  inflationary  increases  for  future  years.  An  application  with  a first  year 
requested  amount  in  excess  of  $500,000  total  direct  cost  will  require  written  approval  by  senior  NIAID  or  NIAMS 
officials  via  the  program  officer  for  acceptance  of  the  application  for  processing.  This  level  of  support  is 
dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 

RESEARCH  OBJECTIVES  AND  SCOPE 

The  major  goals  of  these  program  projects  are:  increased  understanding  of  etiology  and  pathogenetic  mechanisms 
involved  in  autoimmune  diseases;  generation  of  new  information  and  the  expansion  of  the  current  knowledge  base; 
and  the  application  of  this  knowledge  to  the  development  of  new  or  improved  measures  of  risk  assessment, 
prevention,  early  diagnosis  and  treatment  of  a wide  variety  of  autoimmune  diseases  and  disorders  in  which  the 
autoimmune  response  is  a major  contributor  to  pathogenesis. 

The  NIAID  and  NIAMS  are  seeking  innovative  applications  that  address  various  aspects  of  the  immune  responses 
related  to  self  reactivity  which  may  include  studies  concerned  with  relevant  areas  of  genetics,  cell  and 
molecular  biology,  biochemistry,  physiology,  microbiology,  pathology  and  pharmacology.  Of  special  interest  are 
program  projects  that  emphasize  new  ideas,  novel  approaches,  and  state-of-the-art  technology  in  basic  research 
that  elucidates  pathogenic  mechanisms  and  shows  promise  for  clinical  application  in  the  prevention,  diagnosis, 
and  treatment  of  autoimmune  diseases. 

There  is  overwhelming  evidence  to  implicate  immune  mechanisms  in  the  pathogenesis  of  diseases  of  the  skin, 
nervous  system,  endocrine  system  and  gastrointestinal  tract.  Thus,  in  addition  to  studies  of  wel l -recognized 
autoimmune  disorders  such  as  systemic  lupus  erythematosus,  rheumatoid  arthritis,  antibody-mediated 
thrombocytopenia  and  autoimmune  hemolytic  anemia,  the  NIAID  and  NIAMS  encourage  investigators  to  design  and 
develop  studies  aimed  at  establishing  the  role  of  the  immune  system  in  the  pathogenesis  of  endocrine, 
dermatologic,  neurologic  and  gastrointestinal  diseases  and  the  development  of  new  preventive  and  treatment 
modalities  specific  for  these  disorders  through  the  manipulation  of  the  immune  response. 

Projects  focused  on  the  study  of  mechanisms  of  autoimmune  diseases  should  be  designed  based  on  integrated  and 
coordinated  intra-  institutional  clinical  investigations  or  experimental  studies  with  demonstrated  relevance  to 
human  autoimmune  disease.  Inclusion  of  basic  research  components  utilizing  samples  from  human  source  materials 
in  in  vitro  procedures  are  encouraged,  as  are  preclinical  studies  using  appropriate  animal  models  of  human 
autoimmune  disease.  Inclusion  of  clinical  investigative  components  drawing  upon  immunological ly  relevant  areas 
in  medicine,  pediatrics,  surgery,  dermatology,  neurology,  pathology  and  their  subspecialties  is  highly 
recommended. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  research,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by,  August  15,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  overall  proposed  research,  the  name,  address  and  telephone  number  of  the  Program  Director,  the 
number  and  title  of  this  RFA,  and  a list  of  the  key  investigators  and  their  insii^utionCs).  Although  the  letter 
of  intent  is  not  required,  is  not  binding,  does  not  commit  the  sender  to  submit  an  application,  and  does  not 
enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  allows  NIAID  and  NIAMS  staff 
to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review.  The  letter  of  intent 
is  to  be  sent  to  Dr.  Mark  Rohrbaugh  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  standard  research  grant  application  form  PHS  398  (rev.  9/91).  For 
purposes  of  identification  and  processing,  item  2a  on  the  face  page  of  the  application  must  be  marked  "yes"  and 
the  RFA  number  and  the  words  "PROGRAM  PROJECTS  ON  AUTOIMMUNITY"  must  be  typed  in. 

These  application  forms  may  be  obtained  from  the  institution's  office  for  sponsored  research  or  its  equivalent, 
and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333 
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West bard  Avenue,  Room  449,  Bethesda,  Maryland  20892,  telephone  (301)  594-7248.  Applications  must  be  received 
by  November  16,  1993. 

REVIEW  CRITERIA 

The  general  criteria  for  P01  grant  applications  are  the  review  criteria  for  large,  multicomponent, 
interdisciplinary  program  projects  as  outlined  in  the  NIA1D  Brochure  on  Program  Project  and  Center  Grants. 

AWARD  CRITERIA 

Funding  decisions  will  be  made  on  the  basis  of  scientific  and  technical  merit  as  determined  by  peer  review, 
program  needs  and  balance,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  and  requests  for 
the  RFA  to: 

Howard  B.  Dickler,  M.D. 

Division  of  Allergy,  Immunology,  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A19 

Bethesda,  MD  20892 

Telephone:  (301)  496-7104 

FAX:  (301)  402-2571 

Susana  A.  Serrate-Sztein,  M.D. 

Rheumatic  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  405 

Bethesda,  MD  20892 

Telephone:  (301)  594-9953 

FAX:  (301)  594-9673 

Direct  inquiries  regarding  review  issues  (including  the  preparation  of  a program  project  application),  address 
the  letter  of  intent  to,  and  mail  two  copies  of  the  application  and  all  five  sets  of  appendices  to: 

Mark  Rohrbaugh,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C22 

6003  Executive  Boulevard 

Bethesda,  MD  20392 

Telephone:  (301)  496-8424 

FAX:  (301)  402-2638 


Direct  inquiries  regarding  fiscal  matters  to: 


Mr.  Jeffrey  Carow 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B29 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

Schedule 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Scientific  Review  Date: 
Advisory  Council  Date: 

Earliest  Award  Date: 


August  15,  1993 
November  16,  1993 
February  1994 
June  1994 
August  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  - Immunology,  Allergy  and 
Transplantation  Research  and  No.  93.846  - Arthritis  and  Musculoskeletal  and  Skin  Diseases  Research.  Awards  will 
be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as 
amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 
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CLINICAL  STUDIES  OF  SYSTEMIC  THERAPIES 


NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
RFA  AVAILABLE:  CA-93-029 
P.T.  34;  K.U.  0715035,  0785035,  0745070 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  22,  1993 
Application  Receipt  Date:  December  7,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES,  BELOW. 

PURPOSE 

The  Cancer  Therapy  Evaluation  Program  (CTEP)  of  the  Division  of  Cancer  Treatment  (DCT)  at  the  National  Cancer 
Institute  (NCI)  invites  Interactive  Research  Project  Grant  (IRPG)  applications  to  perform  research  projects 
designed  to  conduct  clinical  studies  of  innovative  systemic  therapies  investigating  promising  therapeutic 
approaches  in  a single  tumor  type  or  focused  on  a single  class  of  novel  compounds  or  a mechanism  of  action. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Clinical  Studies 
of  Systemic  Therapies,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  and  foreign,  for-profit  and  non-profit  organizations,  governments  and  their  agencies  are  eligible  to 
apply.  Applications  can  be  from  single  institutions  and  multiple  institutions  (collaborating  institutions, 
consortia,  cooperative  groups).  New  and  experienced  investigators  are  encouraged  to  apply.  Applications  from 
minority  individuals  and  women  are  encouraged. 

For  the  purpose  of  this  RFA,  each  IRPG  must  consist  of  a minimum  of  three  investigator  initiated  research  grant 
applications  (ROIs). 

Amended  applications  from  CA-92-25  are  encouraged.  An  IRPG  that  received  funding  for  one  or  more,  but  not  all, 
of  the  applications  in  the  original  package  may  submit  revised  applications  for  those  that  were  unfunded.  IRPGs 
submitted  under  CA-92-25  can  be  submitted  with  less  than  three  required  independent  ROIs  under  CA-93-029. 
However,  the  number  of  applications  currently  funded  under  CA-92-25  plus  revised  applications  submitted  under 
CA-93-029  ROIs. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  by  the  traditional  research  project  grant  (R01)  through  the  use  of  the  IRPG 
program  (see  PA-  93-078,  NIH  Guide  for  Grants  and  Contracts,  Vol.  22,  No.  16,  April  23,  1993).  Except  as 
otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health 
Service  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990. 

The  total  cost  for  each  IRPG  (consisting  of  three  or  more  ROIs)  is  limited  to  $750,000  per  year.  The  average 
amount  of  direct  cost  per  year  for  each  R01  will  range  from  $140,000  to  $180,000.  The  total  project  period  for 
applications  submitted  in  response  to  the  RFA  may  not  exceed  four  years.  The  earliest  feasible  start  date  for 
the  initial  awards  will  be  August  1994. 

This  RFA  is  a one-time  solicitation.  If  it  is  determined  that  there  is  a sufficient  continuing  program  need, 
the  NCI  will  invite  recipients  of  awards  under  this  RFA  to  submit  competitive  continuation  applications  for 
review  according  to  the  procedures  described  below. 

FUNDS  AVAILABLE 

Approximately  $2,000,000  in  total  costs  per  year  for  four  years  will  be  committed  to  fund  applications  submitted 
in  response  to  this  RFA.  It  is  anticipated  that  three  IRPGs  will  be  funded  in  FY  94.  This  funding  level  is 
dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  R01  grants  pursuant  to  this  RFA  is  also 
contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Background 

An  unprecedented  number  of  new  therapeutic  agents  are  ready  for  evaluation  in  pilot  clinical  studies  at  this 
time.  In  addition,  insights  into  the  biologic  function  and  clinical  relevance  of  growth  factors,  genes  that 
promote  and  suppress  neoplasia,  mechanisms  of  treatment  sensitivity  and  resistance,  and  function  of  the  immune 
system  provide  important  new  clinical  research  opportunities  for  investigators.  NCI  is  interested  in  expanding 
support  for  clinical  research.  Under  this  Interactive  Research  Project  Grant  (IRPG)  RFA,  the  NCI  seeks  to 
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encourage  the  coordinated  submission  of  related  research  project  grant  applications  from  investigators  who  want 
to  collaborate  on  a common  cancer  research  theme,  but  do  not  require  extensive  shared  physical  resources  or 
multiple  core  functions.  This  mechanism  is  not  meant  to  replace  the  P01  mechanism  but  to  provide  an  intermediate 
level  of  support  between  the  P01  and  that  available  through  an  individual  R01. 

Research  Goals  And  Scope 

The  aims  of  this  RFA  are  two-fold:  (1)  to  provide  support  for  translational  research  that  brings  innovative 
basic  research  findings  into  the  clinic  and  (2)  to  foster  the  development  of  interactions  between  basic  science 
laboratories  of  different  disciplines  and  clinicians  performing  clinical  trials  to  advance  therapeutic  clinical 
research. 

This  RFA  is  soliciting  applications  to  perform  interactive  research  projects  with  the  goal  of  developing  new 
clinical  studies  involving  systemic  therapies  with  a therapeutic  intent.  The  interactive  research  project  grants 
may  have  as  their  key  focus  either:  (1)  clinical  studies  investigating  promising  therapeutic  approaches  in  a 
single  tumor  type  or  (2)  the  development  of  new  clinical  treatment  strategies  focused  on  a single  class  of  novel 
compounds  or  mechanism  of  action.  Each  project  supported  in  the  IRPG  is  expected  to  contribute  to  and  be 
directly  related  to  the  common  theme  of  the  IRPG  application.  The  application  must  clearly  explain  how  the 
projected  integrated  R01  research  grants  can  be  expected  to  accomplish  the  stated  goal  more  efficiently  and 
effectively  than  they  could  without  the  anticipated  interactions.  At  least  one  clinical  trial  protocol  must  be 
proposed  in  one  of  the  grant  applications.  The  clinical  trials  should  be  well  integrated  with  the  laboratory 
studies  proposed  within  the  same  R01  grant  or  in  separate  R01  grants. 

SPECIAL  REQUIREMENTS 

The  RFA  describes  the  roles  and  responsibilities  of  the  Principal  Investigator/Awardee  and  the  Project 
Coordinator. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  FEMALES  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
females  and  minorities  in  study  populations.  If  females  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  22,  1993,  a letter  of  intent  that  includes  a descriptive 

title  of  the  proposed  research,  the  names  and  addresses  of  the  Principal  Investigators,  the  names  of  other  key 

personnel,  the  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  it  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be 
reviewed. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Roy  S.  Wu  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  December  7,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  this  RFA. 

These  forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants 

Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  594-7248;  and  from  the  NCI  Program  Director  named  below. 

Special  instructions  for  application  are  included  in  the  RFA. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  initially  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for 
responsiveness  to  the  program  requirements  and  criteria  stated  in  the  RFA  is  an  NCI  program  staff  function. 
Applications  that  are  judged  non- responsive  will  be  returned  by  the  NCI.  Questions  concerning  the  responsiveness 
of  proposed  research  to  the  RFA  are  to  be  directed  to  program  staff  listed  under  Inquiries. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  August  1,  1994.  In  addition  to  the  technical  merit  of  the  application,  NCI  will 
consider  how  well  the  applicant  institution  meets  the  goals  and  objectives  of  the  program  as  described  in  the 
RFA,  availability  of  resources,  and  study  populations. 

INQUIRIES 

Written  and  telephone  inquires  concerning  the  objectives  and  scope  of  this  RFA  and  inquires  about  whether  or  not 
specific  proposed  research  would  be  responsive  are  encouraged.  The  NCI  Program  Directors  welcome  the  opportunity 
to  clarify  any  issues  or  questions  from  potential  applicants. 
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Direct  inquiries  regarding  programmatic  issue,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 


Dr.  Roy  S.  Uu 

Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (301)  496-8866 
FAX:  (301)  480-4663 

Direct  inquire  regarding  fiscal  matters  to: 

Ns.  Jennifer  Edwards 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  242 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  57 

FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.395,  Cancer  Treatment  Research. 
Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV  Sections  301,  410,  and  411, 
Part  A (Public  Law  78-410,  42  USC  241  as  amended,  Public  Law  99-158,  42  USC  285a)  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ONGOING  PROGRAM  ANNOUNCEMENTS 

N1CHD  CLINICAL  INVESTIGATOR  DEVELOPMENT  AUARD 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
PA  NUMBER:  PA-93-082 

National  Institute  of  Child  Health  and  Hunan  Development 

Effective  as  of  October  1,  1993 

PURPOSE 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  announces  the  availability  of  the  Clinical 
Investigator  Development  Award  (CIDA).  The  CIDA  includes  features  of  and  replaces  the  Physician  Scientist  Award 
and  the  Clinical  Investigator  Award.  It  enables  candidates  seeking  a research  career  to  receive  advanced 
training  and  the  opportunity  to  investigate  a well-defined  problem  under  a sponsor  competent  to  provide  guidance 
in  the  chosen  area  of  research.  The  CIDA  is  intended  to  provide  greater  flexibility  in  supporting  a career 
development  program  suited  to  the  experience  and  capabilities  of  the  candidate.  The  objectives  of  the  NICHD  in 
utilizing  the  CIDA  are  to: 

o encourage  clinically  trained  individuals  to  develop  the  technological  and  intellectual  investigational  skills 
that  will  allow  them  to  pursue  an  independent  research  career  in  the  mission  areas  of  the  NICHD; 

o increase  the  pool  of  medical  scientists  prepared  to  use  state-of-the-art  methods  to  address  significant  topics 
in  population  research,  maternal  and  pediatric  health  and  disease  research,  and  medical  rehabilitation  research. 

ELIGIBILITY 

The  CIDA  provides  research  career  development  support  for  clinically  trained  individuals  with  a range  of  research 
experience,  who  are  committed  to  developing  careers  as  independent  investigators.  This  award  will  allow 
candidates  holding  health  professional  doctoral  degrees,  such  as  the  M.D.,  D.V.M.,  D.O.,  or  equivalent  degree, 
to  undertake  three  to  five  years  of  advanced  study  and  supervised  research  with  the  goal  of  developing  into 
independent  investigators.  It  is  expected  that  candidates  will  have  completed  at  least  two  years  of  professional 
experience  following  the  doctoral  degree  at  the  time  of  award. 

Applications  may  be  accepted  from  those  who  hold  the  Ph.D.  degree  in  addition  to  the  professional  degree  only 
if  special  circumstances  can  be  shown,  such  as  the  Ph.D.  degree  earned  in  a field  unrelated  to  biomedical 
science,  or  a substantial  intervening  period  of  clinical  or  nonresearch  activities  having  occurred  since 
completion  of  the  Ph.D.  degree.  Such  applications  will  be  considered  on  a case-by-case  basis. 

MECHANISM  OF  SUPPORT 

PROVISIONS  OF  THE  AUARD 

1.  Environment.  Applications  wilt  be  accepted  from  domestic  universities,  medical  schools,  or  comparable  non- 
Federal  institutions  with  strong,  well-established  research  and  research  training  programs,  sufficient  numbers 
of  accomplished  faculty  in  basic  and  clinical  sciences,  and  a commitment  and  capability  to  provide  guidance  to 
clinically  trained  individuals  in  the  development  of  research  independence.  Evidence  of  institutional  commitment 
to  the  candidate's  research  and  development  must  be  provided  in  a plan  that  identifies  personnel  and  other 
resources  to  be  devoted  to  the  candidate's  career  development  program. 
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2.  Program.  Candidates  must  be  nominated  by  an  institution  on  the  basis  of  qualifications,  interests, 
accomplishments,  motivation,  and  potential  for  performing  quality  research.  The  candidate's  academic  background, 
previous  experience,  and  career  goals  should  determine  the  necessary  length  and  type  of  plan  that  is  appropriate. 
The  candidate  and  sponsor  are  jointly  responsible  for  the  preparation  of  the  research  development  plan.  The 
amount  of  course  work,  seminars,  and  other  educational  experiences  will  be  expected  to  vary  according  to  the 
previous  level  of  experience  of  the  candidate. 

All  candidates  must  provide  a full  description  of  the  research  and  career  development  plan  for  the  period  of  the 
award.  The  proposed  plan  must  include  hands-on  research  experience  for  the  entire  three  to  five  year  period. 
Programs  may  include  studies  and  research  endeavors  leading  to  a relevant  Masters  or  Ph.D.  degree,  if  the 
objective  is  the  development  of  the  candidate  into  an  independent  investigator. 

3.  Sponsor.  Each  candidate  must  identify  a primary  sponsor  who  is  an  accomplished  investigator  in  the  research 
area  proposed  and  has  experience  in  training  new  investigators.  The  sponsor  must  provide  a written  plan  for  the 
development  of  the  candidate  into  an  independent  scientist,  and  provide  guidance  during  the  preparation  of  the 
application.  A secondary  sponsor  may  also  be  proposed  for  subsequent  guidance  in  a special  area  of  expertise, 
but  the  primary  sponsor  must  continue  to  be  involved  throughout  the  award  period.  In  some  cases,  candidates  may 
choose  to  propose  both  a basic  research  sponsor  and  a clinical  research  sponsor. 

4.  Advisory  Committee.  A committee  composed  of  the  sponsor(s)  and  two  or  three  other  senior  faculty  members 
should  be  identified.  This  advisory  committee  should  meet  at  least  annually  with  the  candidate  to  review  the 
research  development  plan  and  project,  to  evaluate  his  or  her  progress,  and  to  provide  guidance  for  future 
scientific  career  development.  A report  from  this  committee  should  be  included  in  the  annual  progress  report 
submitted  as  part  of  the  noncompeting  continuation  application. 

5.  Duration  and  Effort.  The  award  is  made  for  three,  four  or  five  years,  depending  on  the  needs  of  the 
candidate  and  the  evaluation  by  the  initial  review  group  and  the  National  Advisory  Child  Health  and  Human 
Development  Council.  It  is  nonrenewable  and  not  transferable,  but  in  extraordinary  situations,  change  of  sponsor 
and/or  change  of  institution  may  be  allowed  with  the  prior  approval  of  the  NICHD.  All  funds  must  be  used  on 
behalf  of  the  original  candidate.  A minimum  of  75  percent  effort  must  be  devoted  to  the  research  program,  and 
the  applicant  institution  must  provide  assurance  that  at  least  75  percent  time  will  be  available  to  the  candidate 
for  research.  The  remainder  may  be  devoted  to  other  clinical  and  teaching  pursuits  that  are  directly  relevant 
to  the  program,  i.e.,  the  candidate's  scientific  career  development  or  the  maintenance  of  clinical  and  teaching 
skills  necessary  for  an  academic  medicine  career. 

The  candidate  must  have  a full-time  appointment  at  the  applicant  institution. 

In  general,  candidates  who  have  Department  of  Veterans'  Affairs  (VA)  appointments  may  not  consider  part  of  the 
VA  effort  toward  satisfying  the  "full-time"  requirement  at  the  applicant  institution.  Although  exceptional  cases 
may  be  approved,  any  such  requests  must  be  strongly  justified,  and  must  otherwise  meet  the  intent  of  the 
guidelines.  Under  no  circumstances  will  the  CIDA  be  used  to  reimburse  part  of  the  VA  Federal  salary.  It  is 
permissible  for  all  or  part  of  the  research  program  to  be  conducted  in  a VA  laboratory,  if,  for  example,  the 
sponsor  has  a VA  appointment,  but  the  above  conditions  must  be  satisfied  with  respect  to  the  CIDA  candidate. 

6.  Al lowable  costs. 

a.  Salary.  Individual  compensation  is  based  on  the  institution's  salary  scale  for  individuals  at  an  equivalent 
experience  level.  Funding  from  this  award  for  salary  may  not  exceed  $50,000  per  year  plus  commensurate  fringe 
benefits  for  a full-time  employee  with  at  least  75  percent  effort  devoted  to  the  research  program.  NIH  policy 
permits  supplementation  of  salary  from  non- Federal  sources. 

b.  Research  and  Development  Support.  A maximum  of  $10,000  per  year  may  be  requested  for  research  costs  such 
as  technical  personnel,  supplies,  small  items  of  equipment,  candidate  travel,  telecommunications,  publication 
costs,  and  tuition  for  necessary  courses.  All  budget  items  requested  must  be  justified  in  the  application. 

c.  Indirect  costs.  Reimbursement  of  actual  indirect  costs  may  be  requested  at  a rate  up  to,  but  not  exceeding, 
eight  percent  of  the  total  allowable  direct  costs  of  each  award,  exclusive  of  tuition,  fees,  and  equipment 
purchases. 

7.  Concurrent  Applications.  CIDA  applications  may  not  be  submitted  or  awarded  concurrently  with  other  NIH 
applications,  including  any  other  career  development  award,  FIRST  award,  or  research  project  grant.  This 
includes  support  under  an  institutional  physician  scientist  award.  Other  career  development  awards  may  not  be 
applied  for  or  awarded  to  a candidate  for,  or  recipient  of,  the  CIDA.  Individuals  who  have  been  the  principal 
investigator  on  an  AREA  grant  < R 1 5 > or  a small  research  grant  (R03)  may  apply  for  the  CIDA. 

8.  Subsequent  Applications  for  NIH  Research  Support.  Individuals  holding  the  CIDA,  during  the  later  years  of 
the  award,  are  encouraged  to  apply  for  independent  research  support,  such  as  the  FIRST  Award  or  other  research 
project  grants.  Care  should  be  exercised  that  costs  requested  on  the  research  grants  do  not  duplicate  those  on 
the  CIDA.  Consultation  with  NICHD  staff  is  recommended. 

OBJECTIVES 

The  award  is  intended  to  serve  the  research  career  development  needs  of  clinically  trained  individuals  by 
providing  them  with  research  opportunities  appropriate  for  their  academic  background,  previous  research 
experience,  and  other  past  achievements.  Candidates  who  have  minimal  or  no  research  experience  and  need  guided 
course  work  and  supervised  laboratory  experiences  are  eligible  to  apply.  Individuals  who  do  riot  require 
additional  courses  but  who  need  an  intensive  research  experience  under  the  guidance  of  an  established  scientist 
are  also  eligible  to  apply,  as  are  those  who,  by  the  time  of  award,  will  have  concluded  training  support  under 
institutional  training  grants  or  individual  fellowships  from  NIH  or  other  sources.  Women,  minorities,  and 
individuals  with  disabilities  are  encouraged  to  apply.  Current  cr  past  Principal  Investigators  of  an  NIH  grant 
(other  than  an  R03  or  R15)  or  the  equivalent  are  not  eligible. 
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All  programs  should  be  carefully  tailored  to  meet  individual  needs  and  must  include  a sponsor  who  is  competent 
to  provide  appropriate  research  guidance.  In  certain  cases  it  may  be  appropriate  to  include  a secondary  mentor 
with  additional  specific  expertise. 

The  Cl  DA  can  be  integrated  with  the  requirements  of  clinical  training,  and  various  approaches  for  doing  so  may 
be  proposed.  Individuals  desiring  subspecialty  training  may  wish  to  complete  their  clinical  fellowships  before 
starting  the  CIDA.  An  alternative  is  interruption  of  the  award  to  complete  clinical  training.  For  example, 
individuals  with  limited  clinical  and  research  training  may  propose  a plan  which  includes  a one  to  two  year 
hiatus  in  the  program  to  allow  for  the  completion  of  subspecialty  training,  followed  by  resumption  of  the 
research  development  program.  The  period  of  interruption  would  be  without  award  support  and  would  not  reduce 
the  total  length  of  time  of  support  for  which  the  individual  is  eligible. 

At  the  time  of  application,  candidates  must  be  either  citizens  or  noncitizen  nationals  of  the  United  States  or 
have  been  lawfully  acfrnitted  to  the  United  States  for  permanent  residence.  An  individual  lawfully  admitted  for 
permanent  residence  must  submit  with  the  application  a notarized  statement  indicating  possession  of  the  Alien 
Registration  Receipt  Card  (1-151  or  1-551).  Individuals  on  temporary  or  student  visas  are  not  eligible. 

REPORTING  REQUIREMENTS 

During  the  period  of  award,  recipients,  in  conjunction  with  their  sponsors,  are  required  to  submit  a detailed 
annual  progress  report.  Recipients  must  also  provide  a report  to  the  National  Institutes  of  Health  annually  for 
a period  of  five  years  subsequent  to  the  completion  of  the  CIDA,  regarding  time  devoted  to  research,  academic 
status  attained,  publications,  and  research  support  (Federal  and  non- Federal ) obtained. 

APPLICATION  PROCEDURES 

Supplemental  instructions  for  completing  and  submitting  the  application  must  be  obtained  from  program  staff  or 
the  NICHD  contact  listed  below: 

Applications  are  to  be  submitted  on  the  research  grant  application  form  PHS  398  (rev.  9/91).  This  form  is 
available  at  the  applicant  institution's  office  of  sponsored  research  and  may  be  obtained  from  the  Office  of 
Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  (301)  594-7248. 

Submit  a signed  original  of  the  application  and  five  signed  copies  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda  MD  20892** 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  screened  by  NICHD  staff  for  compliance  with  the  eligibility  criteria  above. 
Applications  not  meeting  these  requirements  will  be  returned  to  the  applicant  without  review. 

Individuals  with  significant  research  experience  in  the  proposed  field  of  study  may  not  be  eligible  for  this 
award  and  should  discuss  other  methods  of  research  support  with  appropriate  institute  staff. 

Applications  for  the  CIDA  will  be  evaluated  for  scientific  and  technical  merit  by  an  NICHD  Review  Committee,  in 
accordance  with  the  usual  NIH  peer  review  procedure.  Following  the  initial  review,  applications  will  undergo 
a second  level  review  by  the  National  Advisory  Child  Health  and  Human  Development  Council. 

REVIEW  CRITERIA 

1.  Candidate.  The  candidate's  overall  competence  as  demonstrated  by  academic  and  clinical  performance, 

potential  for  a career  in  independent  research,  and  commitment  to  pursuing  an  academic  research  career. 

2.  Sponsor(s).  The  sponsor's  accomplishments  in  the  scientific  research  area(s)  proposed  by  the  candidate, 

appropriate  experience  and  record  in  training  investigators,  and  degree  of  commitment  for  the  duration  of  a 
candidate's  research  development  program. 

3.  Environment.  The  institution's  commitment  and  ability  to  provide  adequate  facilities,  resources,  and 

opportunities  necessary  for  the  candidate's  training;  the  institutional  commi tment  to  the  candidate;  the  quality 
and  extent  of  interaction  among  the  faculty  in  the  basic  and  clinical  sciences;  and  the  quality  of  the 

institution's  research  and  research  training  environment. 

4.  Career  Development  Plan.  The  adequacy  of  the  research  career  development  plan,  based  on  the  candidate's  past 
experience,  training  and  career  goals.  (See  Item  II,  above) 

5.  Research  Plan.  Scientific  merit  of  a proposed  research  project,  as  described  in  the  Supplemental 

Instructions,  and  its  appropriateness  as  a vehicle  for  developing  the  candidate's  research  skills. 

6.  Advisory  Committee.  Appropriateness  of  the  advisory  committee  to  meet  the  research  career  evaluation  needs 
of  the  candidate's  program. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 
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Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  supplemental  instructions  to: 


Hildegard  Topper 

Special  Assistant  to  the  Deputy  Director 

National  Institute  of  Child  Health  and  Human  Development 

Building  31,  Room  2A03 

Bethesda,  MD  20892 

Telephone:  (301)  496-0104 

Receipt  dates  of  applications  by  the  Division  of  Research  Grants,  NIH  are  as  follows: 


Application  NICHD  Advisory 

Receipt  Dates  Council  Review 


Earliest 
Start  Date 


February  1 October 
June  1 January 
October  1 May 


December  1 
April  1 
July  1 


AUTHORITY  AND  REGULATIONS 

The  programs  of  the  NICHD  are  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.864,  93.865,  and 
93.929.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12374  or  Health  Systems  Agency  review. 

CHILD  AMP  ADOLESCENT  DEVELOPMENT  AND  PSYCHOPATHOLOGY  RESEARCH  CENTERS 


NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
PA  NUMBER:  PA-93-092 


P.T . 04;  K.U.  0404004,  0710105,  0710030 
National  Institute  of  Mental  Health 


PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  seeks  to  expand  the  Nation's  scientific  capacity  to  conduct 
research  on  child  and  adolescent  mental  disorders  by  fostering  the  evolution  of  Child  and  Adolescent  Development 
and  Psychopathology  Research  Centers  (CADPRC).  These  Centers  are  essential  to  enable  the  development  of  new 
approaches  and  research  strategies  to  address  key  scientific  problems  that  have  heretofore  impeded  progress  in 
the  child  and  adolescent  mental  health/mental  disorders  field.  Thus,  this  program  announcement  represents  a 
major  NIMH  commitment  to  the  advancement  of  the  scientific  understanding  of  the  causes,  consequences,  prevention, 
and  treatment  of  child  and  adolescent  mental  disorders. 

This  announcement  focuses  on  the  development  of  research  centers  whose  main  goal  is  to  bridge  basic  science, 
state-of-the-art  methodologies,  and  clinical  research  approaches,  in  order  to  address  pressing  child 
psychopathology-related  research  problems  that  cannot  otherwise  be  adequately  addressed  by  less  integrated 
research  strategies.  As  such,  this  announcement  is  the  second  part  of  a two-pronged  approach  outlined  under  "The 
National  Plan  for  Research  on  Child  & Adolescent  Mental  Disorders."  While  the  previously  released  program 
announcement,  "Implementation  of  the  National  Plan  for  Research  on  Child  and  Adolescent  Mental  Disorders," 
outlines  major  areas  of  research  focus  and  opportunities,  this  announcement  focuses  on  the  creation  of  necessary 
research  centers  to  develop  the  research  infrastructure  and  to  advance  the  knowledge  base  in  critical  problem 
areas. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
Child  and  Adolescent  Development  and  Psychopathology  Research  Centers  (CADPRC),  is  related  to  the  priority  areas 
of  suicide  and  mental  disorders  in  children  and  adolescents.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325, 
telephone  (202)  783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

The  NIMH  will  support  a maximum  of  two  Centers  in  each  of  the  first  three  years  of  the  program.  Funding  for  a 
Developing  CADPRC  (P20)  (described  below  under  RESEARCH  OBJECTIVES)  is  for  a single  five-year  period  only. 
Funding  for  Mature  Centers  (P50)  (described  below)  can  be  for  a maximum  project  period  of  five  years.  Funds  may 
be  requested  for  core  support  related  to  the  research  program  of  the  Center  and  for  specific  research  and 
research  training  activities,  including  inpatient  bed  costs,  outpatient  costs,  subject  incentive  fees,  pilot 
studies,  and  costs  of  specialized  consultation  such  as  statistical  and/or  computer  science.  Training  costs  and 
service  costs  not  related  to  the  research  program  are  not  covered  under  Center  grants.  Actual  amounts  and  years 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  21  - June  11,  1993 

23 


of  support  that  may  be  approved  and  awarded  will  depend  on  the  appropriate  level  of  support  necessary  for  the 
scientifically  meritorious  work  that  is  proposed. 

RESEARCH  OBJECTIVES 

A CADPRC  provides  research  resources  that  are  to  be  used  by  a multidisciplinary,  cooperating  group  of  researchers 
as  the  foundation  for  a major  research  program  organized  around  a significant  research  question  or  theme.  This 
theme  should  be  directed  toward  a pressing  research  question  that  juxtaposes  two  or  more  alternative  research 
paradigms  and  traditions  (e.g.,  genetic  versus  environmental  contributions  to  the  development  of  a disorder  or 
subclinical  condition;  categorical  versus  dimensional  taxonomic  approaches;  preventive  versus  promotive 
interventions,  etc.).  These  multidisciplinary  teams  should  draw  upon  an  expert  cadre  of  researchers  across  both 
basic  and  clinical  research  disciplines  in  order  to  build  optimal  conceptual  and  methodologic  bridges  to  address 
pressing  (sometimes  controversial  and  hotly  disputed)  research  questions.  Thus,  a CADPRC's  multidisciplinary 
team  as  a rule  will  consist  of  researchers  from  the  basic  sciences  (e.g.,  developmental  psychology,  behavioral 
neuroscience,  molecular  genetics,  etc.)  and  scientists  from  more  applied,  clinical  research  areas 
(psychopharmacology,  child  psychiatry,  pediatrics,  neuropsychology,  clinical  psychology,  epidemiology, 
prevention,  neuro imaging). 

Priority  will  be  given  to  the  creation  of  multidisciplinary  research  centers  devoted  to  key  problem  areas  of 
child  and  adolescent  psychopathology  research.  In  all  instances,  the  CADPRC's  main  goal  is  to  bridge 
state-of-the-art  theories  and  methods  from  the  basic  sciences  with  pressing,  clinically  relevant  research 
problems,  in  order  to  address  child  psychopathology  research  questions  that  could  not  otherwise  be  adequately 
addressed.  Pilot  studies  pertaining  to  the  etiology,  epidemiology,  development,  diagnosis  and  classification, 
prevention,  treatment,  outcome,  and  rehabilitation  of  child  and  adolescent  mental  disorders  may  be  supported  as 
a part  of  a CADPRC,  if  these  studies  are  clearly  related  to  the  thematic  focus  of  the  Center. 

There  are  two  categories  of  grant  applications  under  the  CADPRC  program:  applications  for  "Developing  Centers" 
and  applications  for  "Mature  Centers."  The  intent  of  these  two  categories  is  to  encourage  the  development  of 
research  centers  across  a wide  range  of  institutions  at  varying  stages  of  research  capacity  development. 
Although  there  is  no  absolute  criterion  to  distinguish  who  should  apply  in  which  category,  the  following 
guidelines  apply: 

o The  category  of  "Developing  Centers"  (P20)  is  appropriate  for  departments  or  other  entities  that  aspire  to 
and  are  in  the  process  of  developing  the  critical  mass  of  research  scholars  necessary  to  conduct  state-of-the-art 
research  on  child  and  adolescent  development  and  psychopathology.  Applicants  in  this  category  do  not  necessarily 
have  strong  track  records  in  research  but  do  show  promise  by  virtue  of  the  commitment  of  institutional  resources, 
recruitment  of  research  scholars  to  develop  into  fully  functioning  research  centers.  The  funding  cap  for  grants 
in  this  category  is  $300,000  per  year,  plus  negotiated  institutional  indirect  costs.  This  award  is  not 
renewable. 

o "Mature  Centers"  (P30)  are  fully  developed  entities  or  have  the  capacity  to  rapidly  become  mature, 
state-of-the-art  research  centers  by  virtue  of  previous  commitments  of  institutional  resources,  recruitment 
and/or  development  of  an  existing  critical  mass  of  research  scholars,  the  presence  of  substantial  recent 
publications  in  peer-reviewed  research  journals,  active  research  grants,  etc.  The  funding  cap  for  CADPRCs  in 
this  category  is  $1,000,000  per  year,  plus  negotiated  institutional  indirect  costs.  Any  Center  application 
requesting  more  than  the  cap  will  be  returned  to  the  applicant  without  review. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
both  women  and  minorities  in  study  populations,  so  that  research  findings  can  be  of  benefit  to  all  persons  at 
risk  of  the  diseases,  disorder,  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
(rev.  9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans 
(including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  the  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders, 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 
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Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 
If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a 
scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to 
the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Preapplication  Consultation.  Applicants  are  strongly  encouraged  to  contact  the  Centers  program  staff  very  early 
in  the  planning  process.  Telephone  conversations  and  meetings  with  NIMH  staff  can  be  especially  helpful  in  the 
development  of  a competitive  application.  It  is  often  of  value  to  the  potential  applicant  to  send  a preliminary 
plan,  no  longer  than  12  pages,  to  the  program  at  least  90  days  prior  to  initial  submission  of  an  intended  Center 
grant  application.  The  plan  should  sunmari ze  the  present  state  of  planning  and  development  for  establishing  the 
proposed  Center. 

Applicants  are  to  use  the  grant  application  form  PHS  398  (rev.  9/91).  The  number  and  title  of  this  Program 
Announcement,  "Child  and  Adolescent  Development  and  Psychopathology  Research  Centers,  PA-93-  must  be  typed 
in  item  number  2a  on  the  face  page  of  the  PHS  398  application  form.  PHS  regulations  concerning  application 
page-length  apply  to  CADPRC  applications.  In  general,  25  pages  of  text  are  allowed  for  each  core  and  research 
component  of  the  Center. 

Application  kits  containing  the  necessary  forms  and  instructions  may  be  obtained  from  business  offices  or  offices 
of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research  facilities.  If 
such  a source  is  not  available,  the  following  office  may  be  contacted  for  the  necessary  application  material: 

Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-05 
Rockville,  MD  20857 
Telephone:  (301)  443-4414 

The  signed  original  and  five  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 


The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most 
discretionary  PHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  Initial 
Review  Group  (IRG)  in  accordance  with  established  PHS  referral  guidelines.  The  IRGs,  consisting  primarily  of 
non- Federal  scientific  and  technical  experts,  will  review  the  applications  for  scientific  and  technical  merit. 
Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial  review.  Applications 
will  receive  a second- level  review  by  the  appropriate  National  Advisory  Council  whose  review  may  be  based  on 
policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  approval  by  Council  may 
be  considered  for  funding. 


Receipt  Dates 


Applications  will  be  reviewed  according  to  the  following  regular  schedule: 


New,  Competing 
Continuation,  & 
Revised  Applications 
Receipt  Date 


Scientific/ 
Technical 
Merit  Review 


National 
Advisory 
Counci l/Board 
Review 


Approximately 
Start  Date 


Feb  1 
Jun  1 
Oct  1 


May/Jun  Sep/Oct 
Sep/Oct  Jan/Feb 
Jan/Feb  May/Jun 


Dec  1 
Mar  1 
Jul  1 


Applications  received  after  the  above  receipt  dates  are  subject  to  assignment  to  the  next  review  cycle  or  may 
be  returned  to  the  applicant. 


AWARD  CRITERIA 


Applications  received  in  response  to  this  announcement  will  compete  with  others  submitted  for  funding.  In 
granting  awards,  the  following  criteria  are  considered: 

o Program  relevance  and  balance 

o Quality  of  application  as  documented  by  IRG  and  Council  recommendations 
o Availability  of  funding 
o Institute  priorities 
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INQUIRIES 


Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Peter  S.  Jensen,  M.D,  Chief 

Division  of  Clinical  and  Treatment  Research 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  10-104 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-5944 

For  information  regarding  fiscal  or  grants  management  issues,  applicants  may  contact: 

Diana  T runnel l 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-15 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242,  Mental  Health  Research  Grants. 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74.  This  announcement  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372,  as  implemented  through  DHHS  regulations  at  45  CFR  Part  100,  or  Health 
Systems  Agency  review. 

The  National  Institute  of  Neurologic  Disorders  and  Stroke  (NINDS)  also  funds  basic  and  clinical  research 
concerning  the  etiology,  diagnosis,  treatment,  and  prevention  of  neurodevelopmental  disorders.  For  further 
information  contact: 

Giovanna  M.  Spinel  la,  M.D. 

Federal  Building,  Room  820 
Bethesda,  MD  20892 
Telephone:  (301)  496-5821 

EXPLORATORY/DEVELOPHEMTAL  GRANTS  FOR  PSYCHOSOCIAL  TREATMENT  RESEARCH 

NIH  GUIDE.  Volune  22,  Number  21,  June  11,  1993 
PA  NUMBER:  PA-93-093 

P.T.  34;  K.W.  0715129,  0415001,  0745060,  0414014 

National  Institute  of  Mental  Health 

PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  is  soliciting  applications  for  exploratory  developmental  grants 
for  research  on  psychosocial  treatment.  The  ultimate  goal  is  the  development  of  standardized  psychosocial 
treatments  for  specific  mental  disorders  or  mental  health  problems  of  public  health  significance  for  eventual 
testing  in  clinical  trials  or  treatment  efficacy  studies.  The  intent  of  this  program  announcement  is  to 
stimulate  clinical  investigators  to  collect  preliminary  data  on  a psychosocial  treatment  that  are  prerequisite 
to  the  conduct  of  a clinical  trial. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement, 
Exploratory/Developmental  Grants  for  Psychosocial  Treatment  Research,  is  related  to  the  priority  area  of  mental 
health  and  mental  disorders.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  (202)  783-3238). 

ELIGIBILITY 

These  grants  are  available  to  public  and  private,  for-profit  and  non-profit,  domestic  and  international 
institutions  such  as  a universities,  colleges,  hospitals,  laboratories,  and  community  agencies;  and  units  of 
State  and  local  governments  and  authorized  units  of  the  Federal  government.  Women  and  minorities  are  encouraged 
to  apply. 

MECHANISM  OF  SUPPORT 

The  exploratory/developmental  grant  (R21)  is  limited  to  $100,000  in  direct  costs  per  year  for  up  to  three  years. 
Annual  awards  will  be  made  subject  to  continued  availability  of  funds  and  progress  achieved. 
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RESEARCH  OBJECTIVES 


Background 

A review  of  the  relevant  research  literature  on  the  treatment  of  mental  disorders  indicates  that  although  there 
are  effective  symptom- focused  treatments  for  acute  episodes  of  a few  mental  disorders,  there  is  a need  for  the 
development  of  treatments  for  a large  number  of  other  disorders,  including  new  treatments  for  intractable 
disorders,  maintenance  treatments  for  recurring  or  chronic  disorders,  and  the  modification  of  a treatment  found 
efficacious  for  one  disorder  so  that  it  can  be  tested  with  additional  disorders.  Most  of  the  existing 
efficacious  treatments  focus  on  the  primary  synptoms  of  mental  disorders.  There  is,  however,  a need  to  develop 
new  treatments  to  address  the  residual  problems  associated  with  any  given  mental  disorder.  These  residual 
problems  may  include  high  levels  of  associated  symptoms  (e.g.,  the  high  level  of  generalized  anxiety  that  usually 
remains  after  the  successful  treatment  of  panic  disorder);  social,  interpersonal,  daily  living,  and  occupational 
difficulties  and  deficits;  and  dysfunctional  cognitive  and  affective  patterns  that  appear  to  be  related  to  the 
symptoms  of  a particular  disorder.  In  all  of  these  instances,  the  need  for  treatment  development  research  is 
patently  clear. 

Psychosocial  treatment  refers  to  treatment  that  attempts  to  modify  feelings,  cognitions,  attitudes,  and  behavior 
through  psychological  and  social  processes.  These  include,  among  others,  psychodynamic,  experiential, 
cognitive-behavioral,  marital,  family,  and  group  approaches  to  psychosocial  treatment.  Exploratory/developmental 
research  in  this  context  refers  to  the  early  phases  of  standardizing  and  piloting  a psychosocial  treatment.  This 
research  may  be  appropriate:  (1)  when  no  effective  treatments  for  a particular  mental  disorder  exist;  (2)  when 
treatments  that  have  been  effective  for  some  patient  subgroups  can  be  adapted,  augmented,  or  extended  to  other 
contexts  or  subgroups  (e.g.,  patients  with  comorbidity,  culturally  distinct  groups);  (3)  when  effective 
treatments  should  be  extended  in  time  to  prevent  relapse  or  recurrences;  or  (4)  when  current  treatment  is  only 
partially  effective  (e.g.,  some  symptoms  are  relieved  but  symptoms  but  there  is  still  a significant  level  of 
disability). 

The  primary  objective  of  this  announcement  is  to  stimulate  high  caliber  research  on  the  early  stages  of  the 
development  of  a new  psychosocial  treatment  or  adaptation  of  a known  effective  one  that  might  be  applied  to  other 
mental  disorders. 

Examples  of  eligible  types  of  studies  include: 

o Treatment  standardization  research  focused  on  the  development  and  testing  of  a manual  for  a specific 
psychosocial  treatment  as  well  as  the  development  of  therapy  adherence  measures  and  therapist  competency  measures 

o Research  on  the  development  of  an  integrated  psychosocial  and  pharmacologic  treatment  regimen  for  a specific 
disorder,  paying  particular  attention  to  the  establishment  of  principles  underlying  different  sequences  of 
psychosocial  and  pharmacologic  treatments 

o Research  on  the  development  of  a psychosocial  treatment  that  integrates  treatment  strategies  from  different 
psychotherapeutic  orientations 

o Development  of  psychotherapy  process  and  outcome  measures  for  eventual  use  in  the  standardization  of  a 
psychosocial  treatment 

Different  mental  disorders  require  the  development  of  treatments  at  different  stages.  The  following  are  examples 
of  disorders  and  the  stage  of  treatment  that  merit  attention: 

o New,  developmental ly  appropriate  treatments  for  childhood  and  adolescent  disorders 
o New  treatments  for  bipolar  disorder  in  adulthood 
o New  treatments  for  Axis  II  disorders 
o New  treatments  for  post -traumatic  stress  disorder 

o New  treatments  for  comorbid  conditions  occurring  throughout  the  life  cycle 
o New  treatments  for  disorders  that  differentially  affect  women  and  ethnic  minorities 

In  preparing  a research  grant  application,  the  applicant  should  consider  the  following  issues: 

o Public  health  significance  of  the  clinical  disorder  and  its  complications  addressed  by  the  proposed  treatment 
o Creativity  and  innovativeness  of  the  proposed  treatment  program  or  model 
o Familiarity  with  the  relevant  clinical  and  research  literature 

o Clear  statement  of  working  procedures,  including  procedures  for  development  and  formulation  of  treatment 
model,  illustration  and  communication  of  model  and  treatment  procedures  for  pilot  studies,  and  plans  for  review 
and  revision,  appropriate  to  stated  aims 

o Procedures  for  establishing  reliability  and  validity  of  monitoring,  and  quality  control 
STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  should  be  provided. 
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The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398 
in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Appl  icants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native 
Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  himan  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States1  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 
If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a 
scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to 
the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

ALLOWABLE  COSTS 

Applicants  may  request  funds  for  salary,  research  costs,  consultants,  patient  costs,  equipment  and  supplies,  and 
appropriate  indirect  costs.  Grants  must  be  administered  in  accordance  with  the  "PHS  Grants  Policy  Statement 
(rev.  10/90)."  Federal  regulations  at  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts 
74  and  92,  generic  requirements  concerning  the  adninistration  of  grants,  are  applicable  to  these  awards. 

APPLICATION  PROCEDURES 

Applications  are  to  be  prepared  on  the  grant  application  form  PHS  398  (rev.  9/91),  available  from  most 
institutional  offices  of  sponsored  research  and  from  the  Grants  Management  Branch,  National  Institute  of  Mental 
Health,  5600  Fishers  Lane,  Room  7C-05,  Rockville,  MD  20857,  telephone  (301)  443-4414. 

On  item  2a  of  the  application  face  page,  applicants  must  enter  the  number  and  title  of  this  program  announcement 
(PA-93-093:  Exploratory/Developmental  Grants  for  Psychosocial  Treatment  Research).  A completed  original 

application  and  five  copies  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westbard  Building,  Room  240 
Bethesda,  MD  20892** 

Schedule 

All  applications  will  be  reviewed  in  accordance  with  the  regular  PHS  review  schedule: 


Receipt  Dates 

Initial 

Advisory 

Earliest 

New/Renewal 

Review 

Council  Review 

Start  Date 

Jun  1/Jul  1* 

Oct/Nov 

Jan/ Feb 

Apr  1 

Oct  1/Nov  1* 

Feb/Mar 

May/ Jun 

Jul  1 

Feb  1/Mar  1* 

May/ Jun 

Sep/Oct 

Dec  1 

♦Competing  continuations,  supplemental,  and  revised  applications  are  to  be  submitted  on  these  dates. 

Protection  of  Human  Subjects 

The  Department  of  Health  and  Human  Services  has  regulations  for  the  protection  of  human  subjects  and  has 
developed  additional  regulations  for  the  protection  of  children.  A copy  of  these  regulations  (45  CFR  46, 
Protection  of  Human  Subjects)  and  those  pertaining  specifically  to  children  are  available  from  the  Office  of 
Protection  from  Research  Risks,  National  Institutes  of  Health,  Bethesda,  Maryland  20892,  telephone  (301) 
496-7041.  Specific  questions  concerning  protection  of  human  subjects  in  research  may  be  directed  to  NIMH  staff 
members  listed  under  "Inquiries"  below.  Researchers  who  apply  for  and  receive  a Certificate  of  Confidentiality 
may  not  be  compelled  in  any  Federal,  State,  or  local  civil,  criminal,  administrative,  legislative,  or  other 
proceedings  to  identify  the  persons  who  are  participating  in  the  research  covered  by  the  certificate.  For  more 
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information  about  the  NIMH  Certificate  of  Confidentiality,  contact  Anne  U.  Cooley,  Division  of  Extramural 
Activities,  Room  9-95,  telephone  (301)  443-4673. 

REVIEU  PROCEDURES 

Upon  receipt,  applications  will  be  reviewed  for  completeness  and  responsiveness.  Incomplete  and  non- responsive 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Applications  in  response  to  this 
announcement  will  be  reviewed  on  a nationwide  basis  in  accordance  with  the  usual  Public  Health  Service  peer 
review  procedures  for  research  grant  applications.  They  will  be  reviewed  for  scientific  and  technical  merit 
by  an  initial  review  group  (IRG)  composed  primarily  of  non- Federal  scientific  experts,  and  by  the  appropriate 
Advisory  Council.  Review  by  Council  may  be  based  on  policy  considerations  as  well  as  scientific  and  technical 
merit.  Summaries  of  IRG  recommendations  are  sent  to  applicants  as  soon  as  possible  following  completion  of  the 
IRG  review. 

Review  Criteria 

Applications  will  be  judged  on  the  criteria  listed  below; 
o Scientific  significance  and  originality  of  proposed  research 

o Appropriateness  and  adequacy  of  the  design  and  methodology  proposed  to  carry  out  the  research 

o Qualifications  and  research  experience  of  the  Principal  Investigator  and  staff,  particularly  but  not 
exclusively  in  the  area  of  the  proposed  research 

o Availability  of  resources  necessary  to  perform  the  research 

o Appropriateness  of  budget  estimates  for  the  proposed  research 

o Adequacy  of  procedures  for  the  protection  of  human  subjects  of  research 

o Conformance  of  the  application  to  NIH  policy  on  inclusion  of  women  and  minorities  in  study  populations 
AWARD  CRITERIA 

In  making  awards,  the  following  criteria  are  considered: 

o Quality  of  application  as  determined  by  IRG  and  Council  recommendations 
o Program  relevance 
o Availability  of  funds 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  issues  or  questions  from  potential 

applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Barry  E.  Wolfe,  Ph.D. 

Division  of  Clinical  and  Treatment  Research 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  18-105 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4527 

Direct  inquiries  regarding  fiscal  matters  to: 

Diana  T runnel l 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  7C-15 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.242.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  regulations  42  CFR  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 

Systems  Agency  review. 
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RESEARCH  OH  THE  EFFECTS  OF  HICROGRAVITY  OH  THE  MUSCULOSKELETAL  SYSTEM 


NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 
PA  NUMBER:  PA-93-094 

P.T.  34;  K.W.  0705050,  0710020,  1002061,  0765033 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS),  in  collaboration  with  the  Life 
Sciences  Division  of  the  National  Aeronautics  and  Space  Administration  (NASA),  invites  grant  applications  on 
basic,  applied,  and  clinical  research  projects  focusing  on  the  effects  of  microgravity  on  the  musculoskeletal 
system. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement 
(PA),  Research  on  the  Effects  of  Microgravity  on  the  Musculoskeletal  System,  is  related  to  the  priority  area  of 
chronic  disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  non-profit  and  for-profit,  public  and  private 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  not  eligible  for  the  First  Independent 
Research  Support  and  Transition  (FIRST)  Award  (R29).  Applications  from  minority  individuals  and  women  are 
encouraged. 

MECHANISMS  OF  SUPPORT 

Support  will  be  offered  through  regular  research  project  grants  (R01)  and  FIRST  Awards  (R29).  Because  the  nature 
and  scope  of  the  research  proposed  in  response  to  this  PA  may  vary,  it  is  anticipated  that  the  size  of  an  award 
wi l l vary  also. 

RESEARCH  OBJECTIVES 

Space  travel  encompasses  many  technological  challenges  and  opportunities.  As  the  U.S.  Space  Program  prepares 
for  extended  duration  space  flights  on  the  Space  Shuttle,  Space  Station  Freedom,  and  on  exploration  missions  to 
the  Moon  and  Mars,  it  is  important  that  life  sciences  research  provide  a thorough  understanding  of  the  many 
physiologic  changes  that  occur  in  a microgravity  environment.  Prolonged  exposure  to  weightlessness  diminishes 
functional  capacity,  performance  and  endurance  of  the  musculoskeletal  system,  even  at  submaxima l loads,  and  thus 
elicits  concern  about  the  health  and  well-being  of  space  travellers,  especially  as  space  flight  is  extended  in 
time.  This  research  should  also  lead  to  development  of  effective  countermeasures  to  any  effects  that  may  be 
detrimental  to  the  functional  capacity,  health,  or  well-being  of  crew  members. 

The  musculoskeletal  system  has  the  capacity  to  adapt  its  structural  and  functional  properties  in  accordance  with 
the  type  and  degree  of  stimuli  imposed  on  it.  Prolonged  space  travel  is  essentially  a period  of  significant 
unloading  of  the  musculoskeletal  system.  Exposure  to  weightlessness  results  in  structural  and  functional 
adaptations  that  place  the  musculoskeletal  system  on  the  low  end  of  the  continuum  ranging  from  complete  disuse 
to  maximal  load-bearing.  Evidence  from  previous  space  flights  and  ground-based  research  indicates  that  the 
musculoskeletal  system  is  functionally  impaired  with  increasing  duration  of  weightlessness. 

Space  flight  has  been  consistently  accompanied  by  loss  of  bone  and  negative  calciun  balance.  Bone  density  may 
decrease  by  as  much  as  10  percent  per  year.  This  change  in  bone  density  is  preceded  by  significant  and  more  rapid 
weakening  and  atrophy  of  skeletal  muscle. 

A workshop  on  the  "Effects  of  Space  Travel  on  the  Musculoskeletal  System"  was  co-sponsored  by  the  NIAMS  and  NASA 
in  October  1990.  The  workshop  provided  state-of-the-art  knowledge,  identified  research  gaps  and  windows  of 
opportunity,  and  recommended  future  directions  for  research  on  understanding  the  musculoskeletal  system's 
adaptation  to  exposure  to  weightlessness,  including  development  of  adequate  physiologic  and  performance-based 
countermeasures.  Although  there  is  a research  base  of  some  knowledge  on  the  complex  bone  remodelling  process 
and  potential  biological  agents  and  factors  that  may  be  able  to  restore  or  prevent  bone  loss  on  earth,  more 
research  is  required  in  space  applications  of  these  technologies.  Considerably  less  information  is  available  on 
understanding  how  force  development  by  skeletal  muscle  is  essential  in  maintaining  bone  integrity.  Likewise, 
there  is  a strong  science  base  regarding  muscle  physiology,  but  knowledge  in  microgravity  environments  is 
limited.  A workshop  summary.  The  Effects  of  Space  Travel  on  the  Musculoskeletal  System,  has  been  published  (NIH 
Publication  No.  93-3482,  November  1992)  and  is  available  upon  request  from  the  Program  Officials  listed  under 
INQUIRIES. 

The  NIAMS,  in  collaboration  with  NASA,  is  interested  in  soliciting  grant  applications  whose  research  focus  is 
on  the  effects  of  microgravity  on  the  musculoskeletal  system. 

The  major  objective  of  this  Program  Announcement  is  to  stimulate  basic,  applied,  and  clinical  research  on 
elucidating  the  effects  of  microgravity  on  the  musculoskeletal  system.  Development  of  mechanism- related 
hypotheses  encompassing  both  basic  and  applied  science  is  desirable.  While  the  research  focus  is  on  reduced 
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gravity  conditions,  well  justified  studies  on  musculoskeletal  responses  to  increased  gravity  conditions  may  be 
instrumental  in  understanding  the  pathogenesis  of  bone  and  skeletal  muscle  weakness  and  loss  during  exposure  to 
microgravity  envirorments.  A key  feature  of  the  basic  research  component  is  understanding  the  cellular 
mechanisms  whereby  alterations  in  the  musculoskeletal  system  are  evoked  in  response  to  external  loading  and 
loading  histories.  For  example,  how  does  loading  or  lack  of  it  affect  cellular  processes  and  regulatory  factors 
that  control  turnover  of  matrix  and  contractile  proteins?  Basic  research  would  focus  on  the  physiologic  changes 
of  bone  and  skeletal  muscle  in  cell  and  tissue  cultures  that  occur  in  a low  or  high  gravity  environment. 

Applicants  are  also  encouraged  for  appropriate  applied/clinical  studies  addressing  microgravity- induced 
osteopenia  and  skeletal  muscle  atrophy  in  whole  animal  and  human  experiments.  Utilization  of  available 
technologies  including,  but  not  limited  to,  the  following  are  encouraged:  simulations  of  weightlessness  (e.g., 
suspension  limb  model),  centrifugation  (alterations  in  • g • forces),  and  bedrest.  Applicants  may  collaborate  with 
NASA  scientists  (based  on  availability  of  resources),  especially  in  gaining  access  to  hospital  beds  in  a clinical 
setting  and  low  or  high  gravity  environment  facilities. 

Special  emphasis  should  be  placed  on  elucidating  the  etiology  of  the  pathogenesis  of  bone  loss  and  skeletal 
muscle  weakness  during  exposure  to  an  altered  gravity  environment  and  on  research  activities  that  will  address 
the  inportant  issues  of  prevention  and  treatment  of  bone  and  skeletal  muscle  loss  from  microgravity  exposure. 

The  research  identified  in  this  announcement  is  specifically  targeted  to  the  response  of  bone  and  muscle  to 
alterations  in  environmental  gravity  that  lead  towards  understanding  the  effects  of  space  travel.  Examples  of 
research  activities  identified  by  the  Workshop  include,  but  are  not  limited  to: 

o Quantification  of  rate,  magnitude,  and  cellular  origins  of  bone  and  skeletal  muscle  cell  loss  in  conditions 
of  altered  gravity; 

o Influence  of  skeletal  muscle  second  messengers  on  bone  growth  under  microgravity  environments; 

o Hormonal  and  growth  factor  effects  on  bone  and  muscle  cell  function  and  metabolism  in  relation  to  gravity 
effects; 

o Characterization  of  bone  loading  in  bedrest  subjects; 
o Bone  and  muscle  cell  responses  to  altered  mechanical  stress  and  gravity; 

o Evaluation  of  3-D  structure  and  integrity  of  the  musculoskeletal  system  and  constituent  tissues  in  response 
to  changes  in  gravity; 

o Bone  and  muscle  cell  expression,  including  characterization  of  cellular  receptors,  signal  transduction  and 
messengers  in  response  to  gravity  changes; 

o Alterations  in  blood  flow  and  its  impact  on  cellular  metabolism  in  microgravity;  and 

o Development  of  therapeutic  agents  that  restore  bone  loss  and  muscle  weakness  due  to  space  travel. 

These  areas  of  research  are  neither  prioritized  nor  meant  to  be  restrictive.  Investigators  are  encouraged  to 
submit  applications  in  any  meritorious  area  of  research  responsive  to  the  general  research  objectives  of  this 
Program  Announcement. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of 
the  disease,  disorder  or  condition  under  study.  Special  emphasis  must  be  placed  on  the  need  for  inclusion  of 
minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This 
policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or 
inadequately  represented  in  clinical  research,  particularly  in  proposed  population- based  studies,  a clear 
compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  form  PHS  398  (rev. 
9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans 
[including  American  Indians  or  Alaskan  Natives],  Asian/Pacific  Islanders,  Blacks,  and  Hispanics).  The  rationale 
for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including,  but  not  limited  to,  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 
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For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 
If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a 
scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to 
the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  N I H funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  grant  application  form  PHS  398  (rev.  9/91).  Applications  will  be  accepted 
at  the  standard  application  deadlines  indicated  in  the  application  kits. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  also  be  obtained  from 
the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood  Building, 
Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  The  title  and  number  of  the  announcement  must  be  typed 
in  Section  2a  on  the  face  page  of  form  PHS  398. 

The  completed  original  application  and  five  legible  copies  of  Form  PHS  398  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be  reviewed 
for  scientific  and  technical  merit  by  initial  review  groups  of  the  Division  of  Research  Grants.  Following 
scientific-technical  review,  applications  will  receive  a second-level  review  by  the  National  Arthritis  and 
Musculoskeletal  and  Skin  Diseases  Advisory  Council  or  by  other  relevant  advisory  boards  and/or  councils. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  criteria  will 
be  considered  in  the  making  of  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review; 
o Availability  of  funds;  and 

o Program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Inquiries  regarding  programmatic  issues  may  be  directed  to: 

Stephen  L.  Gordon,  Ph.D. 

Musculoskeletal  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  407 
Bethesda,  MD  20892 
Telephone:  (301)  594-9951 

Richard  W.  lymn,  Ph.D. 

Muscle  Biology  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  403 
Bethesda,  MD  20892 
Telephone:  (301)  594-9959 

Victor  S.  Schneider,  M.D. 

Life  Sciences  Division 

National  Aeronautics  and  Space  Administration 
Code  SBM 

300  E Street,  SW 
Washington,  DC  20546 
Telephone:  (202)  358-2359 
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Direct  inquiries  regarding  fiscal  matters  to: 


Ms.  Diane  M.  Watson 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  732A 
Bethesda,  MD  20892 
Telephone:  (301)  594-9965 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.846,  Arthritis,  Musculoskeletal 
and  Skin  Diseases  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  410,  78th  Congress,  as  amended,  42  USC  241)  and  administered  under  PHS  grants  policies 
and  Federal  regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

RESEARCH  CM  RELATIONSHIPS  BETWEEN  ALCOHOL  AND  VIOLENCE 

NIH  GUIDE.  Volume  22,  Number  21,  June  11,  1993 

PA  AVAILABLE:  PA-93-095 

P.T.  34;  K.W.  0404003,  0404023 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

THE  PROGRAM  ANNOUNCEMENT  (PA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  SHOULD  OBTAIN  THE  PA  FROM  A CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

Alcohol  is  present  in  a significant  proportion  of  violent  events,  including  between  one-half  and  two-thirds  of 
all  homicides  and  serious  assaults.  Moreover,  alcohol-related  problems  have  been  found  disproportionately  among 
both  juvenile  and  adult  criminal  offenders.  Nevertheless,  understanding  of  the  mechanisms  by  which  alcohol 
influences  violent  behavior  has  been  limited,  largely  because  the  causes  are  multifactorial. 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  invites  research  grant  applications  that  advance 
understanding  of  the  biological  and  psychosocial  mechanisms  underlying  associations  between  alcohol  consumption 
and  interpersonal  violence  and  that  identify  and  test  interventions  to  reduce  and/or  prevent  alcohol  related 
violence  and  the  alcohol-related  sequelae  of  such  violence.  Of  primary  interest  are  studies  that  identify:  (1) 
individual  and  environmental  conditions,  situations,  populations,  and  circumstances  under  which  alcohol  and 
violence  are  causally  connected;  (2)  sequential  processes  by  which  alcohol  intake  may  lead  to  violent  behavior 
and  vice  versa;  (3)  physiological  and  neural  mechanisms  that  mediate  the  relationship  between  alcohol  and 
violence;  (4)  behavioral  consequences  of  alcohol-related  violence,  including  subsequent  alcohol  abuse  and  violent 
behavior;  and  (5)  interventions  that  may  effectively  reduce  alcohol-related  violence. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  commi tted  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement. 
Research  on  Relationships  Between  Alcohol  and  Violence,  is  related  to  the  priority  areas  of  reducing  violent  and 
abusive  behavior  and  decreasing  morbidity  and  mortality  associated  with  alcohol  consumption  4).  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary 
Report:  Stock  No.  017-001 -00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign  non-profit  and  for-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Foreign 
applicants  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards  (R29s). 

MECHANISM  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  a regular  research  grant  (R01),  Small  Grant  (R03), 
or  FIRST  Award  (R29).  Specialized  announcements  for  the  FIRST  Award  program  (R29)  and  the  Small  Grant  program 
(R03)  are  available  from  the  National  Clearinghouse  for  Alcohol  and  Drug  Information  (NCADI ),  P.O.  Box  2345, 
Rockville,  Maryland  20852,  telephone:  (301)  468-2600  or  1-800-729-6686. 

FUNDS  AVAILABLE 

Applications  received  in  response  to  this  announcement  will  compete  with  others  submitted  for  funding.  The 
amount  of  funding  available  will  depend  on  appropriated  funds,  quality  of  proposals,  and  program  priorities  at 
the  time  of  the  award.  No  specific  funds  are  allocated  for  this  program  at  this  time. 

RESEARCH  OBJECTIVES 

The  NIAAA  seeks  studies  that  systematically  explore  linkages  among  psychological,  situational,  and  sociocultural 
factors  that  may  contribute  to  or  reduce  the  occurrence  of  alcohol  related  violence.  Diverse  designs, 
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methodologies,  and  disciplinary  approaches  are  welcome.  The  use  of  multiple  methods  and  development  of 
multidisciplinary  research  teams  are  desirable. 

Prevention  research  not  only  measures  the  effectiveness  of  interventions,  but  includes  domains  of 
pre- intervention  research  related  to  the  causes  and  nature  of  alcohol-related  violence  that  may  inform 
intervention  research.  Basic  neurobehavioral  research  seeks  to  explore  the  neurobio logical , pharmacological, 
and  physiological  mechanisms  underlying  violent  behavior  and  effects  of  genetic  and  environmental  factors  on 
animal  and  human  behavior  in  the  presence  of  alcohol.  Relevant  research  topics  include,  but  are  not  limited  to, 
the  following  areas: 

Basic  Research  on  Biological  and  Physiological  Mechanisms. 

o Controlled  animal  studies  to  identify  the  discrete  brain  mechanisms  underlying  distinct  types  of  aggressive 
behavior  and  their  relationship  with  genetic  and  environmental  variables. 

o The  role  of  neurotransmitter  systems  in  specific  types  of  alcohol- induced  aggression  and  in  various  species. 

o The  actions  of  alcohol  on  neuroendocrine  events  that  control  testosterone  and  adrenal  hormones. 

o Gene-envi ronment  interactions  using  animals  selectively  bred  for  high  alcohol  preference  or  high  levels  of 
aggressive  behavior. 

o The  genetic  linkage  between  antisocial  personality,  alcoholism,  and  violence. 

Pre- intervention  Studies  of  Behavior,  Cognition  and  Expectancies. 

o How  alcohol  modifies  perceptions  of  cues  interpreted  as  aggressive  or  its  effect  on  affective  responses. 

o Alcohol-expectancies  and  violence:  how  children  develop  expectancies  that  associate  alcohol  and  violence;  the 
effects  of  social  institutions,  demographic  variables,  individual  drinking  history,  personality  traits,  and 
perceptions  of  victimization  risk  on  expectancies  regarding  post-drinking  aggression;  and  how  drinking  is  used 
to  Justify  violence  or  mitigate  its  punishment. 

o Experiments  varying  alcohol  dose  and  type,  subject  characteristics,  and  contextual  factors  to  assess 
differences  in  individual  aggressive  responses. 

o Observational  studies  of  social  interaction  involving  alcohol  to  distinguish  violent  and  non-violent  sequences 
and  outcomes. 

o The  contribution  of  alcohol  to  violence  by  persons  with  comorbid  psychiatric  symptoms. 

Pre- intervention  Studies  of  the  Social  and  Environmental  Context. 

o Effects  of  such  contexts  as  physical  environment,  group  settings,  interpersonal  relationships  and  the  role 
of  witnesses  on  the  intoxication-aggression  relationship. 

o The  salience  of  social  controls:  police  attitudes  and  behavior  toward  drunken  individuals  and  situations  when 
they  are  likely  to  intervene;  relationships  between  violence  and  the  density  of  alcohol  outlets. 

o The  role  of  alcohol  in  abuse  against  children,  spouses,  and  the  elderly. 

Aggregate  Level  Studies  of  Legal  and  Policy  Effects. 

o The  impact  of  changes  in  the  law  and  other  public  policies  that  affect  alcohol-related  violence  such  as 
changes  in  alcohol  availability  or  shifts  in  levels  of  law  enforcement. 

Prevent i on/ I ntervent i on  Research . 

o Educational  programs  that  address  alcohol's  effect  on  judgment  and  the  increased  likelihood  of  victimization 
after  drinking. 

o Therapeutic  interventions  with  relevant  prison  population. 

o Interventions  involving  server  training,  routine  police  patrol,  and  alteration  of  the  drinking  environment, 
o Community-wide  campaigns  and  their  assessment. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit. 
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Application  kits  are  available  from  most  institutional  offices  of  sponsored  research  and  from  the  Office  of 
Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  301-594-7248.  The  number  and  title  of  the  announcement  must  be  typed  in  item 
number  2a  on  the  face  page  of  the  application. 

FIRST  (R29)  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  (R29)  applications  submitted  without  the  required  nunber  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

The  conpleted  original  and  five  permanent,  legible  copies  of  the  PHS  398  form  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCESS 

Applications  received  under  this  announcement  will  be  assigned  to  an  Initial  Review  Group  (IRG)  in  accordance 
with  established  PHS  Referral  Guidelines.  The  IRG,  consisting  primarily  of  non- Federal  scientific  and  technical 
experts,  will  review  the  applications  for  scientific  and  technical  merit.  Applications  will  receive  a 
second-level  review  by  an  appropriate  National  Advisory  Council,  whose  review  may  be  based  on  policy 
considerations  as  well  as  scientific  merit.  Small  Grants  (R03s)  do  not  receive  a second  level  review. 

REVIEW  CRITERIA 

Research  grant  applications  will  be  reviewed  based  on  standard  criteria  for  scientif ic/technical  merit  review 
of  applications  for  regular  research  grants  (R01).  The  review  criteria  for  Small  Grants  (R03)  and  FIRST  Awards 
(R29)  are  contained  in  their  program  announcements. 

AWARD  CRITERIA 

Applications  recommended  by  a National  Advisory  Council  will  be  considered  for  funding  on  the  basis  of  overall 
scientific  and  technical  merit  of  the  research  as  determined  by  peer  review,  program  needs  and  balance,  and 
availability  of  funds. 

INQUIRIES 

Uritten  and  telephone  inquiries  are  encouraged  to  clarify  any  issues  or  questions  from  potential  applicants. 
Direct  inquiries  regarding  pre- intervention,  prevention,  and  policy  studies,  and  requests  for  the  program 
announcement  to: 

Susan  E.  Martin,  Ph.D. 

Prevention  Research  Branch 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
5600  Fishers  Lane,  Room  13-C23 
Rockville,  MD  20857 
Telephone:  (301)  443-1677 

Direct  inquires  regarding  biological  mechanisms  to: 

Ellen  D.  Witt,  Ph.D. 

Neuroscience  and  Behavior  Research  Branch 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
5600  Fishers  Lane,  Room  16-C05 
Rockville,  MD  20857 
Telephone:  (301)  443-4223 

Direct  inquiries  regarding  fiscal  issues  to: 

Elsie  Fleming 

Grants  Management  Branch 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
5600  Fishers  Lane,  Room  16-86 
Rockville,  MD  20857 
Telephone:  (301)  443-4703 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Sections  301  and  464H,  and  acfeninistered  under  PHS  policies  and 
Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92, 
"Administration  of  Grants"  and  45  CFR  Part  46,  "Protection  of  Human  Subjects."  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westba/d  Avenue 
Bethesda,  MD  20816 
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NOTICES  OF  AVAILABILITY  CRFPs  AMP  RFAs) 

ADDITIONAL  CLINICAL  CENTERS  FOR  THE  CLINICAL  TRIAL  AND  OBSERVATIONAL  STUDY  OF  THE  WOMEN'S  HEALTH 


INITIATIVE  - EAST/WEST  (RFP  NIH-WH-93-30  E/U)  ......  . 1 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

CENTERS  FOR  AIDS  RESEARCH/CORE  SUPPORT  GRANT  (CFAR/CSG)  (RFA  AI -93-014)  2 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institute  of  Mental  Health 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES;  MENTAL  HEALTH 

NATIVE  AMERICAN  WOMEN'S  CANCER  INITIATIVE  (RFA  CA-93-030)  5 

National  Cancer  Institute 
INDEX:  CANCER 

COMMUNITY  INTERVENTION  TO  REDUCE  MYOCARDIAL  INFARCTION  DELAY  (RFA  HL-93-016)  7 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 


ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  ON  DNA  VACCINES  FOR  INFECTIOUS  DISEASES  (PA-93-096)  . 10 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 


This  publication  is  also  available  electronically  to  institutions  via  BffNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details,  or  send  art  E-mail 
message  to  ZNS@NIHCU. 


NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 

ADDITIONAL  CLINICAL  CENTERS  FOR  THE  CLINICAL  TRIAL  AND  OBSERVATIONAL  STUDY  OF  THE  WOMEN'S  HEALTH  INITIATIVE- 

EAST/UEST 

NIH  GUIDE.  Volume  22,  Number  22,  June  18,  1993 
RFP  AVAILABLE:  NIH-WH-93-30  E/W 

P.T.  34,  II;  K.W.  0760025,  0411005,  0710095,  0760003 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH)  seeks  approximately  29  additional  Clinical  Centers  for  the  Clinical 
Trial  (CT)  and  Observational  Study  (OS)  components  of  the  Women's  Health  Initiative. 

The  CT  objectives  are  to  test  the  benefit  and  risk  of  hormone  replacement  therapy,  dietary  modification,  and 
supplementation  with  calcium+Vitamin  D on  the  overall  health  of  U.S.  post-menopausal  women  age  50  to  79. 
Approximately  57,000  women  will  participate  in  the  various  components  of  the  Clinical  Trial. 

The  OS  goals  are  to:  (1)  improve  risk  prediction  of  coronary  heart  disease,  breast  cancer,  fractures,  and  total 
mortality  in  postmenopausal  women;  (2)  examine  the  impact  of  involuntary  changes  in  characteristics  on  disease 
and  total  mortality;  and  (3)  create  a resource  of  data  and  biologic  samples  that  can  be  used  to  unearth  new  risk 
factors  and/or  biomarkers  for  disease.  The  OS  cohort  will  be  comprised  of  approximately  100,000  U.S.  women. 

The  additional  Clinical  Centers  will  cooperate  with  a Clinical  Coordinating  Center,  the  Vanguard  Clinical 
Centers,  and  the  Project  Officer  in  implementing  the  overall  Clinical  Trial  and  Observational  Study.  Each 
additional  Clinical  Center  will  be  responsible  for  screening,  recruitment,  randomization,  and  follow-up  of 
approximately  1,270  CT  participants  and  2,220  OS  participants. 

This  is  not  a Request  for  Proposals  (RFP).  RFP  NIH-UH-93-30  E/W  will  be  available  on  or  about  June  30. 
Proposals  will  be  due  on  or  about  August  31,  1993.  All  responsible  sources  may  submit  a proposal  that  will  be 
considered. 

INQUIRIES 

A copy  of  RFP  NIH-WH-93-30  E/W  may  be  obtained  by  written  request  including  two  self-addressed  mailing  labels 
to: 

National  Institutes  of  Health 
WHI,  Research  Contracts  Branch,  DCG 
Federal  Building,  Room  1 C 1 1 
Bethesda,  MD  20892 
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CENTERS  FOR  AIDS  RESEARCH/CORE  SUPPORT  GRANT  (CFAR/CSG) 


NIH  GUIDE.  Volume  22,  Number  22,  June  18,  1993 
RFA  AVAILABLE:  AI-93-014 

P.T.  04;  K.U.  0715008,  0710030,  0404000,  0745027 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Mental  Health 

Letter  of  Intent  Receipt  Date:  July  23,  1993 
Application  Receipt  Date:  September  17,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NI AID)  and  the  National  Institute  of  Mental  Health 
(NIMH)  invite  the  submission  of  applications  for  Centers  for  AIDS  Research/Core  Support  Grants  (CFAR/CSGs)  from 
institutions  conducting  high  quality,  multidisciplinary  AIDS  research.  The  purpose  of  the  CFAR/CSG  is  to 
provide  administrative  and  shared  research  support  (Core  facilities)  to  synergistical ly  enhance  and  coordinate 
high  quality  AIDS  and  AIDS-related  research  projects  requiring  resources  or  services  not  otherwise  readily 
obtained  through  traditional,  peer-reviewed  funding  mechanisms. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  The  Centers  for 
AIDS  Research  Core  Support  Grant  (CFAR/CSG),  is  related  to  the  priority  area  of  HIV  infection.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  (not  foreign)  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Both  new  applicants  and  competition  renewal  applicants  are 
eligible  to  apply.  Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators. 

In  addition,  only  a single  CFAR  will  be  supported  at  a given  institution  per  funding  institute,  i.e.,  one 
institution  may  have  a CFAR  funded  by  NIAID  and  one  funded  by  NIMH,  but  will  not  have  more  than  one  CFAR  funded 
by  either  institute.  An  applicant  institution  must  have  a continuing  Funded  Research  Base  comprising  at  least 
$800,000  in  annual  direct  costs  of  peer-reviewed  AIDS  or  AIDS-related  research  funded  by  the  institute  which 
will  be  supporting  the  CFAR/CSG,  i.e.,  either  NIAID  or  NIMH  (exclusive  of  funding  for  an  existing  CFAR),  or  by 
another  NIH  Institute,  when  the  CFAR/CSG  is  awarded  (March  1994)  and  throughout  the  award  period. 

MECHANISM  OF  SUPPORT 

CFAR  awards  will  be  made  under  the  NIH  Center  Core  Grant  (P30)  mechanism.  Responsibility  for  the  planning, 
direction  and  execution  of  the  proposed  Center  will  be  solely  that  of  the  applicant.  Because  the  nature  and 
scope  of  the  activities  proposed  in  response  to  this  RFA  will  vary,  it  is  anticipated  that  the  sizes  and  number 
of  the  awards  will  vary  also.  The  total  project  period  for  applications  submitted  in  response  to  this  RFA  may 
not  exceed  five  years  of  support.  However,  recommended  support  beyond  the  third  year  for  the  CFAR/CSG  is 
subject  to  determination  by  the  awarding  institute  that  stated  goals  (milestones)  have  been  sufficiently  met. 

FUNDS  AVAILABLE 

The  NIAID  has  set  aside  a total  of  $7.2  million  for  the  initial  year's  funding  of  this  RFA.  The  NIAID 
anticipates  making  9 to  11  awards.  NIMH  has  set  aside  $1.5  million  for  the  initial  year's  funding  of  this  RFA 
and  anticipates  making  two  awards.  The  final  number  and  specific  amounts  of  awards  will  depend  upon  the 
scientific  and  technical  merit,  relevance  to  programmatic  priorities  and  availability  of  funds.  All 
applications  are  limited  to  requests  for  no  more  than  $750,000  in  total  costs  (direct  plus  indirect  costs)  in 
the  first  year.  Increases  of  up  to  four  percent  are  permitted  for  allowable  recurring  costs  for  each  of  the 
subsequent  years. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  initiative  is  to  request  new  and  renewal  applications  for  the  establishment  of  CFARs  at 
parent  institutions  involved  in  critical  and  high  quality  AIDS  and  AIDS-related  research.  Funding  will  be 
provided  to  awardees  to  support  the  leadership  and  planning  activities  of  the  Center  and  to  develop  Cores  of 
shared  resources  and  services  that  will  enhance  and  focus  existing  basic  and  clinical  AIDS  research  in  a 
cooperative  and  synergistic  manner. 

More  specifically,  this  award  will: 

o Encourage  those  activities  that  will  consolidate  and  focus  high  quality  AIDS  and  AIDS-related  research  into 
coordinated  administrative  and  scientific  programmatic  structures; 
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o Promote  effective  synergistic  collaborations  and  interactions  among  investigators  participating  in  basic  and 
clinical  areas  of  AIDS  research,  in  large  part  through  the  establishment  of  Core  facilities  which  must  include 
a Clinical  Core  in  addition  to  Basic  Research  Cores,  a Developmental  Core  and  an  Administrative  Core.  Such 
interactions  should  facilitate  translation  of  information  obtained  in  the  laboratory  to  specifically  address 
problems  in  the  clinic,  and  enhance  the  possibility  of  observations  in  the  clinic  being  translated  to  the 
laboratory  setting  for  further  investigation; 

o Foster  development  of  new  research  areas  in  AIDS  research  by  providing  support  for  investigators  new  to  the 
field,  and  through  the  funding  of  innovative  and  high  quality  feasibility  studies  whose  results  can  form  the 
basis  for  competitive  applications; 

o Support  administration  of  the  Center,  including  activities  such  as  seminars  and  workshops  for  CFAR  members 
and  AIDS  investigators  in  general,  education  at  all  levels,  including  community  programs,  and  fund  the 
leadership  responsible  for  organizing  and  sustaining  the  Center's  activities. 

SPECIAL  REQUIREMENTS 

A CFAR  and  its  Parent  Institution  will  be  evaluated  in  each  of  the  following  critical  areas,  as  a prerequisite 
for  successfully  competing  for  a CFAR/CSG  award:  the  interdisciplinary  coordination  and  collaboration, 
especially  between  basic  and  clinical  investigators;  institutional  commitment;  qualifications  and  authority  of 
the  CFAR  director;  organizational  capability;  and  developmental  and  educational  commitment. 

Four  additional  activities  that  are  strongly  encouraged  include:  identification  of  a thematic  area;  commitment 
to  minority  investigator  development;  encouragement  of  prevention  and  behavioral  research;  and  the 
identification  of  solutions  to  problems  in  the  enrollment  and  maintenance  of  minorities  and  women  in  clinical 
trials. 

Potential  applicants  should  request  the  RFA  and  the  supporting  document  for  the  CFAR  Core  Support  Grant  RFA 
"CENTERS  FOR  AIDS  RESEARCH/CORE  SUPPORT  GRANT  (CFAR/CSG)  GUIDELINES  - Special  Instructions  for  Preparation  of 
Competing  Applications"  for  detailed  information  required  for  preparation  of  the  CFAR/CSG  application  from  the 
program  staff  listed  under  INQUIRIES. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested  to  submit  a letter  of  intent  that  includes  a descriptive  title  of  the 
proposed  research,  the  names  of  key  members  of  the  proposed  CFAR  and  their  institutions,  and  provides 
descriptive  titles  for  all  Core  Components  requested.  Although  the  letter  of  intent  is  not  required,  is  not 
binding,  does  not  commit  the  sender  to  submit  an  application,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIAID  and  NIMH  staff  to  estimate  the  potential  review 
workload  and  to  avoid  conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Dianne 
Tingley  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms 
are  available  at  most  institutional  offices  of  sponsored  research,  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda  MD  20892, 
telephone  301/594-7248.  The  RFA  label  available  in  the  PHS  398  must  be  affixed  to  the  bottom  of  the  face  page. 
In  addition,  the  RFA  title  and  number  must  be  typed  in  line  2a  of  the  face  page  of  the  application  form  and  the 
"YES"  box  must  be  marked.  Detailed  instructions  on  submission  procedures  are  described  in  the  RFA.  It  is 
important  that  applicants  obtain  the  supporting  document  for  the  CFAR/Core  Support  Grant  RFA  "CENTERS  FOR  AIDS 
RESEARCH/CORE  SUPPORT  GRANT  (CFAR/CSG)  GUIDELINES  - Special  Instructions  for  Preparation  of  Competing 
Applications"  to  ensure  that  the  submitted  application  is  complete. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  NIH  Division  of  Research  Grants  (DRG)  and 
by  NIAID  or  NIMH  staff  for  responsiveness.  Those  judged  to  be  incomplete  or  non- responsive  to  this  RFA  will 
be  returned  to  the  applicant  without  review. 

Those  applications  that  are  complete  and  responsive  may  be  subjected  to  a triage  by  an  NIAID  and  NIMH  peer 
review  group  to  determine  their  scientific  merit  relative  to  other  applications  received  in  response  to  this 
RFA.  The  NIAID  and  NIMH  will  withdraw  from  competition  those  applications  judged  to  be  non-competitive  for 
award  and  will  notify  the  applicant  and  institutional  business  officials.  Those  applications  judged  by  the 
reviewers  to  be  competitive  for  award  will  be  further  reviewed  for  scientific  and  technical  merit  by  a review 
committee  convened  by  the  Division  of  Extramural  Activities,  NIAID  or  NIMH.  The  second  level  of  review  will 
be  provided  by  the  National  Advisory  Allergy  and  Infectious  Diseases  Council  or  by  the  National  Advisory 
Mental  Health  Council. 

Factors  to  be  considered  in  the  evaluation  of  each  application  will  include  those  specific  to  the  CFAR/CSG 
described  in  the  RFA. 
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AUARD  CRITERIA 


The  final  number  and  specific  amounts  of  awards  to  be  made  will  depend  upon  consideration  of  the  following: 
initial  scientific  and  technical  merit  as  judged  by  peer  review;  significance  and  relevance  to  NIAID  or  NIMH 
program  goals  in  AIDS  and  AIDS-related  diseases;  national  needs  and  program  balance;  and  policy  and  budgetary 
considerations,  including  availability  of  funds. 

INQUIRIES 

Inquiries  regarding  programmatic  or  scientific  issues  and  requests  for  the  RFA,  including  the  CFAR/CSG 
Guidelines  document  may  be  addressed  to: 

Dr.  Robert  H.  Bassin  or  Dr.  Janet  M.  Young 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard,  Room  2831  (or  2B28) 

Bethesda,  MD  20892 
Telephone:  (301)  402-0755 
FAX:  (301)  480-5703 

Dr.  Leonard  Mitnick  or  Dr.  Uillo  Pequegnat 
Office  on  AIDS 

National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  15-99 
Rockville,  MD  20857 
Telephone:  (301)  443-7281 
FAX:  (301)  443-9719 

Inquiries  regarding  fiscal  matters  may  be  addressed  to: 

Ms.  Jane  Unsworth 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B22 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

Ms.  Diana  T runnel l 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

FAX:  (301)  443-6885 

Inquiries  regarding  all  review  matters  may  be  addressed  to: 

Dr.  Dianne  Ting  ley 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4C16 
6003  Executive  Boulevard 
Bethesda,  MD  20892 
Telephone:  (301)  496-0818 
FAX:  (301)  402-2638 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Scientific  Review: 

Review  by  NAAIDC  and  NIMHAC  Councils 
Anticipated  Award  Date: 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.856,  Microbiology  and  Infectious 
Diseases  Research;  93.855,  Immunology,  Allergic  and  Transplantation  Research;  and  93.242,  Mental  Health  Research 
Grants.  Grants  are  awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  the  PHS  grants  policies  and 
Federal  Regulations,  most  specifically  in  42  CFR  Part  42  and  45  CFR  Part  74.  Under  authority  of  Section  301 
of  the  Public  Health  Service  Act,  as  amended  PL  78-410,  42  U.S.C.  241,  the  National  Institute  of  Mental  Health 
provides  support  for  Clinical  Research  Centers.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


July  16,  1993 
August  25,  1993 
November  1993 
February  1994 
March  1994 
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NATIVE  AMERICAN  WOMEN'S  CANCER  INITIATIVE 


N I H GUIDE.  Volume  22,  Number  22,  June  18,  1993 
RFA  AVAILABLE:  CA-93-030 

P.T . 34,  FE,  II;  K.W.  0715035,  0795003,  0745027 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  July  30,  1993 
Application  Receipt  Date:  October  13,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Special  Populations  Studies  Branch  (SPSB),  Division  of  Cancer  Prevention  and  Control  (DCPC),  National  Cancer 
Institute  (NCI)  invites  grant  applications  to  conduct  research  to  develop  and  determine  the  effectiveness  of 
cancer  control  and  prevention  intervention  strategies  in  Native  American  women,  including  American  Indian, 
Alaska  Native,  Native  Hawaiian,  and/or  American  Samoan  women.  The  long  range  goals  of  this  initiative  are  to 
improve  cancer  survival  rates  and  reduce  cancer  mortality  rates  among  Native  American  women  through  cancer 
prevention  and  control  efforts. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Native  American 
Women's  Cancer  Initiative  (NAWCI),  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 017-001 -00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  public  and  private,  for-profit  and  non-profit  organizations  serving  the 
indigenous  female  community  in  a specified  geographic  area  such  as  Native  American  health  clinics  (e.g. , P.L. 
93-638  clinics);  voluntary  Native  American  organizations;  Native  American  research  centers  or  consortia; 
hospitals  that  serve  large  numbers  of  Native  American  women;  consortia  of  female  health  providers;  and/or 
Federal  (e.g.,  the  Indian  Health  Service),  State  or  local  governments.  Teams  of  applicants  are  encouraged,  but 
one  organization  must  be  identified  as  the  lead  institution  to  assume  responsibility  for  the  conduct  of  the 
pro  ject . 

MECHANISM  OF  SUPPORT 

The  assistance  mechanism  used  to  support  these  studies  will  be  the  traditional  National  Institutes  of  Health 
(NIH)  research  project  grant  (R01).  The  applicant  has  sole  responsibility  for  planning,  direction,  and 
execution  of  the  proposed  project.  Total  project  period  for  applications  submitted  in  response  to  this  RFA  may 
not  exceed  four  years.  The  anticipated  award  date  is  May  1,  1994. 

Except  as  otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
Public  Health  Service  Grants  Policy  Statement,  DHHS  publication  No.  (OASH)  90-50,000,  revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  as 
research  project  applications  with  all  other  investigator  initiated  applications  and  be  reviewed  according  to 
the  customary  peer  review  procedures.  If  the  NCI  determines  that  there  is  sufficient  continuing  program  need, 
the  NCI  will  invite  recipients  of  awards  under  this  RFA  to  submit  competing  continuation  applications  for 
review.  The  range  of  the  amounts  of  the  direct  cost  will  vary  from  $130,000  to  $320,000  per  year. 

FUNDS  AVAILABLE 

Approximately  $1.5  million  in  total  costs  per  year  for  four  years  will  be  committed  to  specifically  fund  grants 
awarded  in  response  to  this  RFA.  It  is  anticipated  that  up  to  five  awards  will  be  made,  at  least  one  from  each 
option  noted  below. 

RESEARCH  OBJECTIVES 

This  RFA  for  the  Native  American  Women's  Cancer  Initiative  (NAWCI)  has  three  options.  Option  A focuses  on 
common/disproportionate  cancer  rates  and  barriers  to  early  detection  services.  These  projects  will  develop, 
implement,  and  evaluate  interventions  that  are  designed  to  overcome  the  barriers  that  Native  American  women 
experience  in  accessing  culturally  appropriate  quality  cancer  control  services  including  screening,  appropriate 
follow-up,  diagnostic,  treatment,  and  rehabilitation  programs.  Option  B emphasizes  reduction  of  risk  factors 
among  the  Native  American  female  population.  Projects  will  develop,  implement  and  assess  cancer  prevention  and 
control  interventions  that  are  designed  to  reduce  risk  factors  of  this  population  in  regions  of  the  country 
where  the  cancer  control  needs  have  been  increasing  and  data  are  sparse.  Option  C stresses  research  capacity 
development  in  which  workshops  will  be  designed  to  provide  technical  assistance  to  increase  the  research 
application  and  scientific  skills  of  Native  American  women.  The  applicant  must  specify  which  option  is  the 
focus  in  the  application  and  it  is  recommended  that  only  one  option  be  the  focus  of  any  application. 
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The  aim  of  the  NAWCI  is  to  support  studies  in  four  or  five  different  geographic  regions  of  the  United  States. 
Although  every  attempt  will  be  made  to  provide  regional  representation,  the  possibility  exists  that  applications 
may  not  be  awarded  for  all  geographic  regions  and/or  Native  American  populations. 

These  studies  will  have  three  phases  within  the  four  years.  Phase  I - A planning  phase.  Phase  1 1 - an 
intervention  and  evaluation  plan  implementation  phase,  and  Phase  III  - data  analysis,  report  preparation  and 
dissemination  among  both  lay  and  professional  Native  Americans  and  non-Natives. 

Note:  Option  C may  not  require  the  full  48  months. 

SPECIAL  REQUIREMENTS 

The  NAUCI  Program  Director  will  review  all  key  personnel  recruitment  and  changes  during  the  project  period  and 
may  approve  or  disapprove  any  changes.  Key  personnel  are  the  Principal  Investigator,  co- investigators  and 
others  specifically  identified  in  the  Notice  of  Grant  Award. 

1.  Awardees  will  be  invited  to  participate  in  two  NAUCI  grantee  meetings  each  year. 

2.  Awardees  will  be  encouraged  to  collaborate  with  other  NAUCI  grantees  on  the  development,  implementation, 

and  assessment  of  common  data  collection  items  and  techniques. 

3.  Reporting  requirements  include  the  submission  of  brief  annual  reports. 

4.  Publications  and  presentations  must  acknowledge  NCI  support  and  are  included  in  both  professional  and  lay 
meetings  and  publications. 

5.  Awardees  retain  custody  of  and  primary  rights  to  the  data  developed  under  these  awards,  consistent  with 

current  HHS,  PHS,  and  NIH  policies,  the  NAUCI  Program  Director  will  be  provided  access  to  all  data  developed 

under  this  award. 

6.  Copies  of  program  materials  will  be  requested  by  the  NAUCI  Program  Director. 

7.  Process  and  Outcome  Measures  are  included. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

The  targeted  population  intended  under  this  RFA  is  the  approximately  1.5  million  American  Indian,  Alaska  Native, 
Native  Hawaiian,  and  American  Samoan  women  living  in  U.S.  territory.  The  study  population  for  this  RFA  complies 
with  the  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  July  30,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key 
personnel,  the  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCI 
staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  The 
letter  of  intent  is  to  be  sent  to  Dr.  Linda  Burhanssti panov  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms 
are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301/594-7248. 

The  RFA  label  available  in  the  PHS  398  (rev. 9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face 
page  of  the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such 
that  it  may  not  reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  should 
be  typed  on  line  2a  of  the  face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  exact  clear 
and  single-sided  photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Ms.  Toby  Friedberg 
Division  of  Extramural  Activities 
National  Cancer  Institute 
Executive  Plaza  North,  Room  636 
Bethesda,  MD  20892 

Applications  must  be  received  by  October  13,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response 
to  this  announcement  that  is  essentially  the  same  as  one  currently  pending  initial  review  unless  the  applicant 
withdraws  the  pending  application.  The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one 
already  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already 
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reviewed,  but  such  applications  must  include  an  introduction  addressing  the  previous  critique. 

REVIEW  CONSIDERATIONS 
Review  Procedures 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  NCI  staff.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  NCI  program  staff  will  contact  the  applicant  to  determine  whether  to  return  the 
application  to  the  applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next 
cycle. 

Applications  may  receive  a preliminary  scientific  peer  review  (triage)  by  an  NCI  peer  review  group  on  the  basis 
of  relative  competitiveness.  The  NCI  will  remove  from  further  competition  those  applications  judged  to  be 
non-competitive  for  award  and  notify  the  applicant  Principal  Investigator  and  institutional  official.  Those 
applications  that  are  competitive  will  be  evaluated  in  accordance  with  the  criteria  stated  below  for 
scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NCI.  The  second  level  of  review 
will  be  provided  by  the  National  Cancer  Advisory  Board  (NCAB). 

Review  Criteria  (for  all  3 Options) 

General  Review  Criteria  for  all  three  options  (A,  B,  C)  and  Special  Review  Criteria  for  each  of  the  three 
Options  are  specified  in  the  RFA  which  may  be  obtained  on  request  from  the  Program  Director  cited  in  the 
INQUIRIES  section. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues,  requests  for 
the  RFA,  and  address  the  letter  of  intent  to: 

Linda  Burhanssti panov,  Dr.P.H. 

Division  of  Cancer  Prevention  and  Control 
National  Cancer  Institute 
Executive  Plaza  North,  Room  240 
Bethesda,  MD  20892 
Telephone:  (301)  496-8589 

Direct  inquiries  regarding  fiscal  issues  to: 

Ei leen  Natol i 

Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800  Ext.  56 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399  Cancer  Control.  Awards  are 
made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A.  (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42 
CFR  part  52  and  45  CFR  part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

COMMUNITY  INTERVENTION  TO  REDUCE  MYOCARDIAL  INFARCTION  DELAY 

NIH  GUIDE.  Volume  22,  Number  22,  June  18,  1993 
RFA  AVAILABLE:  HL-93-016-P 

P.T.  34;  K.W.  0715040,  0403004,  0502017,  0745070 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  October  12,  1993 
Application  Receipt  Date:  December  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Epidemiology  and  Clinical  Applications  (DECA)  invites  applications  for  cooperative  agreements 
with  the  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  for  an  estimated  six  Field  Sites  and  one  Coordinating 
Center  for  a collaborative  multicenter  study  on  Community  Intervention  to  Reduce  Myocardial  Infarction  Delay. 
The  primary  objective  of  this  research  program  is  to  evaluate  the  impact  of  community  educational  interventions 
on  patient  delay  time  from  onset  of  symptoms  and  signs  of  an  acute  myocardial  infarction  (AMI)  to  seeking  care 
for  treatment.  Other  research  objectives  are  to  study  the  impact  of  community  educational  interventions  on  use 
of  Emergency  Medical  Services  (EMS)  and  Emergency  Departments  (ED),  on  thrombolytic  therapy,  and  on  AMI  case 
fatal i ty. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Community 
Intervention  to  Reduce  Myocardial  Infarction  Delay,  is  related  to  the  priority  areas  of  heart  disease  and 
educational  and  communi ty- based  programs.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  any  domestic  for-profit  or  non-profit  organization.  Any  international 
component  of  a domestic  application  must  be  minor  in  its  magnitude  and  critical  in  what  it  would  contribute. 
Applications  from  minority  individuals  and  women  are  encouraged. 

Awards  for  a Field  Center  and  Coordinating  Center  under  this  RFA  will  not  be  made  to  the  same  Principal 
Investigator  (PI)  or  team  of  investigators  to  ensure  that  data  analysis  is  done  independently  of  data 
acquisition.  The  same  institution  may  apply  for  both  a Field  Site  and  the  Coordinating  Center  award,  but  the 
applications  for  each  must  be  from  different  individuals. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  to  be  used  to  undertake  this  program  will  be  a cooperative  agreement 
(U01),  which  is  an  "assistance"  mechanism,  rather  than  an  "acquisition"  mechanism.  Under  the  cooperative 
agreement,  the  NIH  purpose  is  to  support  and/or  stimulate  the  recipient's  activity  by  collaborating  and 
otherwise  working  jointly  with  the  award  recipient  in  a partner  role,  but  it  is  not  to  assume  direction,  primary 
responsibility,  or  a dominant  role  in  the  activity.  Details  of  the  responsibilities,  relationships,  and 
governance  of  a study  funded  under  a cooperative  agreement  are  discussed  in  the  RFA. 

FUNDS  AVAILABLE 

It  is  anticipated  that  four  to  eight  awards  for  Field  Sites  and  one  award  for  a Coordinating  Center  will  be  made 
under  this  RFA.  Approximately  $11,400,000  (including  direct  and  indirect  costs)  will  be  available  over  the  four 
year  period,  including  approximately  $2,000,000  during  the  first  year  for  the  Field  Sites  and  $500,000  for  the 
Coordinating  Center. 

Awards  and  level  of  support  are  dependent  on  the  receipt  of  a sufficient  nunber  of  applications  of  high 
scientific  merit.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it 
is  anticipated  that  the  size  of  awards  will  vary  also. 

The  anticipated  award  date  is  July  1,  1994.  The  total  project  period  for  applications  submitted  in  response 
to  the  present  RFA  may  not  exceed  four  years. 

RESEARCH  OBJECTIVES 

Background 

Since  the  advent  of  thrombolytic  therapy,  early  treatment  holds  particular  promise  for  decreasing  mortality  from 
CHD . Thrombolytic  therapy  can  reduce  mortality  by  25  percent  for  patients  treated  within  the  first  few  hours 
of  acute  myocardial  infarction  (AMI)  symptoms,  with  greater  benefit  the  earlier  the  treatment. 

Not  everyone  who  potentially  could  benefit  from  receiving  thrombolytic  therapy  receives  such  therapy.  One 
contributing  factor  is  that  many  do  not  seek  emergency  care  in  a timely  manner.  Studies  show  substantial  delay 
times  from  AMI  symptoms  to  hospital  arrival:  means  range  from  4.6  to  21-24  hours  and  medians  range  from  2 to 
6.4  hours.  EMS  transport  time  is  estimated  to  average  7 to  22  minutes,  so  a large  portion  of  prehospital  delay 
is  attributable  to  patient  recognition  and  action.  Literature  suggests  that  sudden  onset  pain  is  associated 
with  shorter  delay  times,  and  that  older  age,  female  gender,  African-American  race,  consultation  with  others 
about  symptoms,  and  self-treatment  are  associated  with  longer  delay  times. 

Community  interventions  to  reduce  delay  time  between  AMI  symptoms  and  contact  with  the  medical  system  have  been 
conducted  in  Britain,  Canada,  Sweden,  Australia,  Germany,  King  County  in  Washington,  and  Jacksonville,  Illinois. 
The  interventions  have  been  promising,  but  the  studies  suffer  from  problems  that  make  the  reported  results 
difficult  to  interpret.  Almost  all  the  published  studies  assessed  delay  time  pre-to-post  intervention  and  had 
no  control  or  comparison  group,  making  the  magnitude  and  significance  of  impact  from  the  intervention  difficult 
to  determine.  Most  were  conducted  in  countries  other  than  the  U.S  so  that  applicability  to  the  health-care 
situation  in  the  U.S.  is  questionable.  A study  in  Sweden  examined  the  effect  of  a public  education  program  on 
ambulance  and  ED  utilization,  but  the  effects  of  public  education  campaigns  on  use  of  the  EMS  or  ED  remains 
unanswered. 

Objectives  and  Scope 

The  objective  of  this  program  is  to  develop  and  evaluate  the  effectiveness  and  impact  of  community- based 
education  to  reduce  delay  time  for  symptoms  and  signs  of  AMI,  focusing  on  decreasing  delay  time  associated  with 
patient  recognition  and  action.  To  address  this  objective.  The  proposed  research  should  include,  at  a minimum, 
three  components:  (1)  a community- based  educational  intervention  that  has  the  goal  of  decreasing  delay  time 
associated  with  patient  recognition  and  action,  (2)  a study  design  utilizing  control  or  comparison  communities 
to  enhance  internal  validity,  and  (3)  measurement  of  delay  time  from  AMI  symptom  onset  to  contact  with  the 
health-care  system  (for  example,  arrival  at  the  hospital  ED).  Details  of  the  intervention,  study  design,  and 
measurement  are  in  the  hands  of  the  investigators. 
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One  strategy  of  collaborative  research  to  address  the  objective  is  outlined  in  the  RFA.  Applicants  may  propose 
other  strategies  and  awardees  may  col laborati vely  develop  a study  protocol  with  different  study  design, 
intervention,  and/or  measurement  than  is  described  in  the  RFA,  as  long  as  the  purpose  of  the  RFA  is  met.  The 
strategy  of  collaborative  research  is  envisioned  to  be  a multicenter  controlled  community  trial  where  community 
is  the  unit  of  assignment  and  of  analysis.  The  intervention  is  envisioned  as  a multifactorial,  communi ty- based 
educational  intervention.  The  primary  measure  of  impact  is  anticipated  to  be  change  in  delay  time  from  symptom 
onset  to  arrival  at  the  hospital  ED.  Other  measures  of  the  impact  on  the  EMS  and  ED  systems  and  on  mortality 
also  are  expected  to  be  evaluated. 

Participating  institutions  will  collaborate  to  develop  and  then  follow  a uniform  study  protocol  with 
standardized  study  design,  data  collection  procedures,  and  intervention  approaches.  The  collaborative  protocol 
will  be  developed  by  the  Steering  Committee  of  the  study,  which  will  be  composed  of  the  awardees  and  the  NHLBI 
Project  Scientist. 

SPECIAL  REQUIREMENTS 

Special  requirements,  including  material  to  be  submitted,  study  organization,  and  terms  and  conditions  of  award, 
are  described  in  the  RFA. 

In  addition  to  Field  Site  awards,  a separate  award  will  be  made  for  a Coordinating  Center.  The  Coordinating 
Center  will  have  as  its  major  responsibilities  participating  in  planning  for  data  collection,  instrument 
development,  and  collecting,  editing,  storing,  and  analyzing  data  generated  by  the  Field  Sites,  and  providing 
detailed  reports. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  12,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NHLBI  staff  to  estimate  the  potential  review  workload  and 
to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  C.  James  Scheirer  at  the  address  listed  under  INQUIRIES. 


APPLICATION  PROCEDURES 

The  application  receipt  date  is  December  21,  1993. 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms 
are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248;  and  from  the  NIH  program  administrator  named  below. 

REVIEW  CONSIDERATIONS 

All  applicants  will  be  judged  on  the  basis  of  the  scientific  merit  of  their  proposed  protocols  and  their 
documented  ability  to  conduct  the  essential  study  components  as  broadly  outlined  in  the  RESEARCH  OBJECTIVES  of 
the  RFA.  Additional  information  about  review  methods  and  review  criteria  are  presented  in  the  RFA. 

AWARD  CRITERIA 


Applications  recommended  by  the  NHLBI  Advisory  Council  will  be  considered  for  award  based  upon  (a)  scientific 
and  technical  merit,  including  the  requirements  explicitly  stated  in  the  RFA;  (b)  program  balance,  including 
sufficient  compatibility  of  features  to  make  a successful  collaborative  program  a reasonable  likelihood  and 
representation  of  minority  communities;  and  (c)  availability  of  funds. 


October  12,  1993 
December  21,  1993 
May  26-27,  1994 
July  1,  1994 

INQUIRIES 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 

Review  by  NHLBI  Advisory  Council: 
Anticipated  Award  Date: 


Written  and  telephone  inquiries  concerning  this  RFA  announcement  are  encouraged.  The  opportunity  to  clarify 
any  issues  or  questions  from  potential  applicants  is  welcome. 


Requests  for  the  RFA  and  inquiries  regarding  scientific  issues  may  be  directed  to: 
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Denise  Simons-Morton,  M.D.,  M.P.H.,  Ph.D. 

Division  of  Epidemiotogy  and  Clinical  Applications 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  604 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-3503 

Direct  inquiries  regarding  review  and  application  procedures  and  address  the  letter  of  intent  to: 

C.  James  Scheirer,  Ph.D. 

Review  Branch,  Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  548 

Bethesda,  MD  20892 

Telephone:  (301)  594-7452 

FAX:  (301)  594-7407 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Mr.  Wi l l iam  W.  Darby 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11C 

Bethesda,  MD  20892 

Telephone:  (301)  594-7458 

FAX:  (301)  594-7492 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.837.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74  and  92.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  of  Health  Systems  Agency  review. 

ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  ON  DNA  VACCINES  FOR  INFECTIOUS  DISEASES 

N1H  GUIDE.  Volume  22,  Number  22,  June  18,  1993 
PA  NUMBER:  PA-93- 096 

P.T.  34;  K.W.  0715008,  0740075,  0710070,  0765033 
National  Institute  of  Allergy  and  Infectious  Diseases 
PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  plays  a central  role  in  the  support  of 
biomedical  research  on  the  design  and  evaluation  of  candidate  vaccines  for  the  development  of  high  priority 
vaccines  to  prevent  diseases.  To  fulfill  its  mission,  it  is  crucial  that  the  Division  of  AIDS  and  the  Division 
of  Microbiology  and  Infectious  Diseases,  NIAID,  support  promising  additional  basic  precl inical  research  on  novel 
vaccine  strategies.  The  purpose  of  this  program  announcement  is  to  solicit  applications  from  institutions  and 
industry  on  research  that  will  investigate  the  feasibility  of  the  development  of  clinical-candidate  DNA 
(genetic)  vaccines  for  the  prevention  and/or  therapy  of  infectious  diseases.  Prior  to  preparing  an  application, 
prospective  applicants  are  strongly  encouraged  to  consult  with  NIAID  staff. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement. 
Research  on  DNA  for  Infectious  Diseases,  is  related  to  the  priority  areas  of  HIV  infection  and  Women's  Health 
Research.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 

017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325,  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  ineligible  for  the  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  award.  Applications  from  minority  individuals  and  women  are 
encouraged. 

MECHANISM  OF  SUPPORT 

Applications  considered  appropriate  responses  to  this  announcement  are  the  traditional  research  project  grants 
(R01)  and  the  FIRST  award  (R29).  Although  no  funds  are  specifically  set  aside  for  funding  grants  submitted 
in  response  to  this  program  announcement,  the  NIAID  regards  research  in  this  area  as  high  priority. 
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Background 


Currently,  the  NIAID  is  supporting  research  aimed  at  the  development  of  safe  and  effective  vaccines  for  many 
infectious  diseases,  including  AIDS.  Research  in  this  area  focuses  on  live-attenuated  vaccines,  liver-vector 
vaccines,  whole-inactivated  vaccines,  and  novel  adjuvant  and  delivery  systems  for  subunit  vaccines.  Results 
from  recent  investigations  indicate  that  DNA  vaccines  may  be  an  alternative  to  live-attenuated  vaccines  for  the 
prevention  of  infectious  diseases.  DNA  vaccines  may  offer  a safety  advantage  in  that  they  need  not  contain  an 
entire  viral  genome.  Preliminary  studies  show  no  evidence  of  integration  into  host  cell  DNA.  In  addition,  DNA 
vaccines  appear  to  be  superior  to  peptide  vaccines  in  eliciting  a CTL  response.  Funding  of  research  in  the  area 
of  genetic  vaccines  will  contribute  to  an  integrated  strategy  to  optimize  protective  immune  responses  to  HIV. 

RESEARCH  OBJECTIVES 

The  NIAID  is  committed  to  support  research  that  will  lead  to  the  development  of  safe  and  effective  vaccines 
against  HIV  and  other  infectious  diseases.  The  objective  of  this  program  announcement  is  to  promote  basic 
research  on  DNA  vaccines,  specifically  addressing  the  special  problems  encountered  in  the  development  of 
effective  vaccines.  Research  utilizing  protection  studies  employing  a live  challenge  animal  model,  suitable 
in  vitro  virus  neutralization  assays,  or  measurement  of  cell-mediated  immune  responses  will  be  given  high 
priority.  An  applicant  institution  should  describe  a research  plan  in  one  or  more  of  the  following  areas  of 
research: 

o Basic  research  addressing  the  mechanisms  of  action  of  DNA  vaccines.  Research  areas  may  include,  for  example, 
studies  on  the  ability  of  DNA  vaccines  to  promote  cel l -medi ated  immunity  including  proliferative  and  cytotoxic 
T cell  (CTL)  responses,  or  on  the  ability  of  DNA  vaccines  to  stimulate  various  helper  T cell  compartments  (e.g. , 
Th  1 and  Th2  responses). 

o Studies  on  elicitation  of  antibody  responses  through  DNA  immunization.  For  example,  research  may  focus  on 
strategies  to  enhance  priming  for  appropriate  antibody  class  and  subclass  responses  and  for  the  production  of 
neutralizing  antibodies. 

o Research  on  mucosal  immunization  through  the  delivery  of  appropriately  formulated  DNA  vaccines  to  mucosal 
surfaces  and  measurement  of  antibody  and  CMI  responses  generated  via  the  mucosal  route. 

o Research  addressing  safety  concerns  for  DNA  vaccines  including  the  development  of  methods  to  detect 
persistence  of,  or  integration  of  vaccine  DNA  into  host  cells  (including  germ- line  cells),  and  potential 
mechanisms  of  immune  pathogenesis  resulting  from  genetic  immunization. 

o Studies  addressing  improvement  of  delivery  of  DNA  vaccines  to  cells  such  as  investigations  of  novel  delivery 
systems  and  routes  of  administration. 

o Research  on  improving  the  design  of  DNA  vaccines  such  as  the  incorporation  of  tissue  specific  promoters  or 
co- express  ion  of  cytokines. 

o Studies  addressing  optimization  of  the  persistence  of  an  effective  immune  response. 

Review  committees  will  look  most  favorably  on  applications  that  are  focused. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  Application  kits  are 
available  from  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  594-7248. 

The  budget  should  include  a request  for  travel  funds  in  the  application  each  year  for  a scientific  meeting  of 
the  applicants  choice.  The  request  for  funds  for  travel  should  include  an  itemized  breakdown  of  costs,  and  may 
not  exceed  $1,500  per  year. 

The  typed  original  application  and  five  signed  exact  single-sided  photocopies  must  be  mailed  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants,  NIH,  and  in 
accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific-technical  review,  the 
applications  will  receive  secondary  review  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions: 

o scientific  and  technical  merit  of  the  application  as  determined  by  peer  review 
o availability  of  funds 

o program  balance  among  research  areas  of  announcement  and  targeted  infectious  diseases 
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INQUIRIES 


Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  announcement  are  encouraged  and  may 
be  directed  to: 

HIV  RESEARCH 

Frederick  R.  Vogel,  Ph.D. 

Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  2B06 

Bethesda,  MD  20892 

Telephone:  (301)  496-8200 

FAX:  (301)  402-1506 

NON-HIV  RESEARCH 
Regina  Rabinovich,  M.D. 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A09 

Bethesda,  MD  20892 

Telephone:  (301)  496-8285 

FAX:  (301)  402-1506 

Direct  inquiries  regarding  fiscal  matters  to 

HIV  RESEARCH 

Ms.  Jane  Unsworth 

AIDS  Grants  Management  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B25 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

NON-HIV  RESEARCH 
Mr.  Todd  Bal l 

Microbiology  Grants  Management  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B25 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

AUTHORITY  AND  REGULATIONS 

This  program  is  supported  under  authorization  of  the  Public  Health  Service  Act,  Sec.  301  (c).  Public  Law, 
78-410,  as  amended.  The  Catalogue  of  Federal  Domestic  Assistance  Citations  is  Sec.  93.855,  Immunology,  Allergy 
and  Transplantation  Research,  and  Sec.  93.856,  Microbiology  and  Infectious  Diseases  Research.  Awards  will  be 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5 333  Westbard  Avenue 
Bethesda,  MD  20816 
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FINAL  FINDINGS  OF  SCIENTIFIC  MISCONDUCT  1 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

MINORITY  ACCESS  TO  RESEARCH  CAREERS  PROGRAM  4 

National  Institute  of  Mental  Health 


National  Institute  of  Alcohol  Abuse  and  Alcoholism 
National  Institute  on  Drug  Abuse 

INDEX:  MENTAL  HEALTH;  ALCOHOL  ABUSE,  ALCOHOLISM,  DRUG  ABUSE 


ISCHEMIC  HEART  DISEASE.  SUDDEN  CARDIAC  DEATH.  HEART  FAILURE  (RFA  HL-93-Q6-H)  4 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS  5 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

LARGE  SCALE  PRODUCTION  OF  17APLHA-ACET0XY- 11  BETA- (4-N.N-DIMETHYLAMI NOPHENYL )-19-N0RPREGNA-4.9-D I ENE-3.20-DIQNE  . 6 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

CLAUDE  D.  PEPPER  OLDER  AMERICANS  INDEPENDENCE  CENTERS  (RFA  AG-94-001)  6 

National  Institute  on  Aging 
INDEX:  AGING 


ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  AND  DEMONSTRATION  GRANTS  RELATING  TO  OCCUPATIONAL  SAFETY  AND  HEALTH  (PA-93-097)  8 

National  Institute  for  Occupational  Safety  and  Health 
INDEX:  OCCUPATIONAL  SAFETY,  HEALTH 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant  Line  using 
a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES 


FINAL  FINDINGS  OF  SCIENTIFIC  MISCONDUCT 

NIH  GUIDE.  Volume  22,  Number  23,  June  25,  1993 
P.T.  34;  K.W.  1014004 
National  Institutes  of  Health 

The  Office  of  Research  Integrity  (ORI)  has  begun  publication  of  final  findings  of  scientific  misconduct  involving  Public 
Health  Service  research.  This  information  will  assist  in  correcting  the  scientific  literature,  will  serve  an  educational 
and  deterrent  purpose,  and  will  assist  institutional  officials  in  making  informed  decisions  affecting  their  institution. 
Fourteen  cases  that  have  been  closed  since  the  ORI  was  established  on  May  29,  1992  have  been  published  in  the  Federal 
Register  (58FR33830,  June  21,  1993). 

To  ensure  that  officials  of  institutions  receiving  Public  Health  Service  research  funds,  or  applying  for  such  funds, 
are  made  aware  of  these  findings  of  scientific  misconduct,  this  information  is  also  being  published  in  the  NIH  Guide 
for  Grants  and  Contracts.  Future  cases  will  be  published  in  the  Federal  Register  and  the  NIH  Guide  individually  as  cases 
are  closed. 

Final  findings  of  scientific  misconduct  have  been  made  in  the  following  cases: 

James  H.  Freisheim,  Ph.D..  Medical  College  of  Ohio.  An  inquiry  and  an  investigation  conducted  by  the  University  found 
that  Dr.  Freisheim  had  submitted  a research  grant  application  to  the  National  Institutes  of  Health  which  contained 
substantial  portions  plagiarized  from  another  scientist's  grant  application.  Dr.  Freisheim  had  served  as  an  assigned 
reviewer  of  the  other  scientist's  application  when  it  was  reviewed  about  two  years  earlier  by  an  NIH  Study  Section. 
During  the  inquiry.  Dr.  Freisheim  produced  a handwritten  draft  of  the  plagiarized  material  that  he  claimed  he  had  written 
before  the  other  scientist  had  submitted  his  grant  application,  and  that  therefore  the  other  scientist  had  plagiarized 
Dr.  Freisheim's  work.  The  investigation  reviewed  the  handwritten  draft  and  concluded  that  it  had  been  written  much  later 
than  purported  by  Dr.  Freisheim,  possibly  during  the  inquiry  to  establish  the  basis  for  his  defense.  The  investigation 
also  concluded  that  Dr.  Freisheim  had  plagiarized  material  for  two  post-doctoral  fellowship  applications  to  the  NIH. 
The  ORI  concurred  in  the  University's  findings,  and  Dr.  Freisheim  has  been  debarred  from  receiving  Federal  grant  or 
contract  funds  for  a period  of  three  years  beginning  May  5,  1993.  He  has  also  been  required,  for  a ten  year  period 
beginning  May  5,  1993,  to  certify  that  future  applications  for  research  support  submitted  to  the  PHS  are  his  own  work. 
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and  he  has  been  prohibited  from  serving  on  PHS  Advisory  Committees  or  review  groups  for  the  same  period. 


Judy  Guffee.  University  of  Miami.  An  investigation  conducted  by  the  University  found  that  Ms.  Guffee  had  fabricated 
data  in  a research  project  that  was  supported  by  a grant  from  the  National  Institutes  of  Health.  Ms.  Guffee  admitted 
to  falsifying  the  labeling  of  solutions  alleged  to  contain  polyclonal  antiserum,  when  in  fact  she  filled  the  tubes  with 
fetal  calf  serum.  The  investigation  concluded  that  this  was  done  to  hide  the  fact  that  the  animal  preparation  used  to 
generate  the  polyclonal  antiserum  had  died  before  large  quantities  of  antiserum  could  be  produced.  Records  indicating 
collection  of  large  quantities  of  serum  from  the  animal  over  a two-year  period  were  also  fabricated.  ORI  concurred  in 
the  University's  finding  and  has  required,  for  a five  year  period  beginning  January  7,  1993,  that  she  and  the  institution 
submit  a certification  with  any  PHS  fellowship  or  grant  application  or  contract  proposal  prepared  by  her  attesting  to 
the  accuracy  of  the  statements  therein. 

Raymond  J.  Ivatt,  Ph.D..  Cetus  Corporation.  Emeryville.  CA.  An  investigation  conducted  by  the  Corporation  found  that 
Dr.  Ivatt  falsified  progress  reports  in  a research  project  grant  supported  by  the  National  Institutes  of  Health.  Dr. 
Ivatt  reported  progress  from  an  earlier  budget  period,  claiming  that  the  work  had  been  done  during  the  period  for  which 
current  funds  were  awarded.  The  ORI  concurred  with  the  Corporation's  findings  and  has  required  that  applications  for 
PHS  research  support  and  reports  of  PHS  sponsored  research  involving  Dr.  Ivatt  be  reviewed  and  certified  by  the 
sponsoring  institution  for  the  reliability  and  accuracy  of  the  application,  contract  proposal,  or  report.  Dr.  Ivatt 
is  also  prohibited  from  serving  on  PHS  Advisory  Committees,  boards,  or  peer  review  groups.  These  actions  are  effective 
for  3 years  beginning  February  28,  1993. 

Mark  M.  Kowalski.  M.D..  Ph.D..  Dana  Farber  Cancer  Institute  and  Harvard  University.  An  investigation  conducted  by  the 
Institute  found  that  Dr.  Kowalski  had  plagiarized  a complete  grant  application  and  submitted  it  to  the  National 
Institutes  of  Health.  He  copied  the  previously  funded  grant  application  of  his  former  mentor  and  submitted  it  as  his 
own  work.  The  ORI  concurred  in  the  Institute's  finding  and  has  required  that,  for  any  PHS  application,  proposal  or 
report  prepared  by  Dr.  Kowalski,  a signed  affirmation  be  submitted  that  all  material  is  entirely  his  own  work  or 
accurately  attributed  to  others.  In  addition,  he  has  been  prohibited  by  the  ORI  from  serving  on  Public  Health  Service 
Advisory  Committees,  Boards,  or  review  groups.  These  actions  became  effective  January  6,  1993  for  a three  year  period. 

Paul  F.  Langlois,  D.Sc.N..  Laboratory  of  Clinical  Investigation.  National  Institute  of  Allergy  and  Infectious  Diseases. 

An  inquiry  by  the  NIAID  and  a subsequent  investigation  conducted  by  the  former  Office  of  Scientific  Integrity  at  the 
National  Institutes  of  Health  concluded  that  Dr.  Langlois,  a former  post-doctoral  fellow  in  the  laboratory,  had  falsified 
and  fabricated  data  in  immunological  research.  Dr.  Langlois  presented  to  his  supervisor  computer  printouts  and  graphs 
for  which  primary  data  did  not  exist.  Dr.  Langlois  admitted  to  fabricating  the  data.  Dr.  Langlois  also  admitted  to 
manipulating  the  reagents  used  by  other  laboratory  personnel  in  efforts  to  replicate  his  findings,  spiking  them  with 
radioactive  antibody  to  show  positive  results.  The  Public  Health  Service  recommended  that  Dr.  Langlois  be  debarred  from 
receiving  Federal  grant  or  contract  funds  for  a three  year  period,  and  that  he  be  prohibited  from  serving  on  PHS  Advisory 
Committees,  Boards,  or  peer  review  groups  for  three  years.  Dr.  Langlois  appealed  the  term  of  the  proposed  debarment 
to  a Research  Integrity  Adjudications  Panel  of  the  HHS  Departmental  Appeals  Board,  but  the  Panel  upheld  the  PHS 
recommendation.  Accordingly,  Dr.  Langlois  has  been  debarred  for  three  years  beginning  May  12,  1993,  and  is  prohibited 
from  serving  on  PHS  Advisory  Committees,  Boards,  or  peer  review  groups  for  the  same  period.  The  fabricated  and  falsified 
data  was  never  published  in  the  scientific  literature. 

Tian-Shing  Lee,  M.D..  Joslin  Diabetes  Center.  Harvard  Medical  School.  An  investigation  conducted  by  Harvard  found  that 
Dr.  Lee,  a former  post-doctoral  fellow  at  the  Joslin  Diabetes  Center,  fabricated  and  falsified  data  in  research  on 
diabetes  supported  by  the  National  Eye  Institute.  Primary  data  was  missing  for  almost  half  of  the  figures  and  tables 
in  a series  of  published  papers  and  manuscripts  prepared  by  Dr.  Lee.  Many  instances  of  data  fabrication  and 
falsification  were  found,  including  presenting  data  for  cell  counts  that  were  never  performed,  indicating  that  multiple 
data  points  were  determined  when  in  fact  only  a single  data  point  was  obtained,  eliminating  the  highest  or  lowest  values 
in  sets  of  experimental  readings,  alteration  or  transposition  of  data  to  achieve  a desired  experimental  result,  and 
misrepresentation  of  the  time  intervals  at  which  data  was  collected.  The  Office  of  Research  Integrity  concurred  in  the 
University's  findings.  Dr.  Lee  has  been  debarred  from  receiving  Federal  grants  or  contracts  and  is  prohibited  from 
serving  on  Public  Health  Service  Advisory  Committees,  Boards,  or  peer  review  groups  for  a five  year  period  beginning 
April  18,  1993.  Harvard  University  notified  the  four  scientific  journals  which  had  published  papers  containing  data 
fabricated  or  falsified  by  Dr.  Lee  that  the  papers  should  be  retracted.  These  papers  are:  "Differential  regulation  of 
protein  kinase  C and  (Na,K)-adenosine  triphosphatase  activities  by  elevated  glucose  level  in  retinal  capillary 
endothelial  cell"  Journal  of  Clinical  Investigation.  83:  90-94,  1989;  "Endothelin  stimulates  a sustained  1,2- 
diacylglycerool  increase  and  protein  kinase  C activation  in  bovine  aortic  smooth  muscle  cells"  Biochemical  and 
Biophysical  Research  Communications.  162:  381-386,  1989:  "Activation  of  protein  kinase  C by  elevation  of  glucose 
concentration:  Proposal  for  a mechanism  in  the  development  of  diabetic  vascular  complications"  Proceedings  of  the 
National  Academy  of  Sciences.  86:  5141-5145,  1989;  and  "Characterization  of  endothelin  receptors  and  effects  of 
endothelin  on  diacylglycerol  and  protein  kinase  C in  retinal  capillary  pericytes"  Diabetes,  38:  1642-1646,  1989. 

Anthony  A.  Paparo.  Ph.D..  Southern  Illinois  University.  An  investigation  conducted  by  the  University  found  that  Dr. 
Paparo  had  falsified  data  in  publications  citing  support  by  a grant  from  the  National  Institutes  of  Health.  He  used 
the  same  micrograph  in  two  papers,  while  stating  that  the  micrographs  had  been  obtained  from  two  different  biological 
species  of  mussel.  Multiple  instances  were  found  of  other  such  falsification  of  micrographs  and  radioisotope  data  in 
published  scientific  articles  which  were  not  supported  by  the  PHS.  The  ORI  concurred  in  the  University's  finding  and 
has  prohibited  Dr.  Paparo  from  serving  on  Public  Health  Service  Advisory  Committees,  Boards,  or  review  groups  for  a three 
year  period.  He  has  also  been  debarred  from  receiving  Federal  grants  or  contracts  for  three  years,  effective  April  5, 
1993.  The  two  published  papers  which  cited  PHS  support  are:  "The  effect  of  STH  and  6-OH-DOPA  on  the  SEM  of  the  branchial 
nerve  and  vi sceral  ganglion  of  the  bi valve  E 1 1 i pt i o companata  as  it  relates  to  ciliary  activity"  Comparative  Biochemistry 
and  Physiology.  5J:  169-173,  1975;  "The  effect  of  STH  on  the  SEM  and  frequency  response  of  the  branchial  nerve  in  Myti l us 
Edul i s as  it  relates  to  ciliary  activity"  Comparative  Biochemistry  and  Physiology.  51 : 165-168,  1975.  The  University 
has  notified  the  editor  of  this  journal,  and  the  editors  of  other  journals  in  which  Dr.  Paparo  published,  about  the 
problems  identified  in  the  investigation. 

Leo  A.  Paquette.  Ph.D.,  Ohio  State  University.  An  investigation  conducted  by  the  University  found  that  Dr.  Paquette 
had  submitted  a grant  application  to  the  National  Institutes  of  Health  in  which  sections  of  the  research  design  were 
plagiarized  from  an  unfunded  grant  application  written  by  another  scientist.  Dr.  Paquette  had  received  the  other 
scientist's  application  in  confidence  as  a peer  reviewer  for  the  NIH.  Dr.  Paquette  claimed  that  inclusion  of  the  other 
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scientist's  text  was  inadvertent;  he  said  that  he  had  given  the  other  scientist's  application  to  a postdoctoral  fellow, 
whom  Dr.  Paquette  refused  to  name,  for  an  educational  exercise,  and  that  text  had  somehow  been  inadvertently  used  in 
his  own  application.  The  ORI  concurred  in  the  University's  finding  of  misconduct.  Dr.  Paquette  stated  that  he  was 
accepting  full  responsibility  for  this  occurrence.  The  ORI  has  required  institutional  certification  of  proper 
attribution  in  any  future  grant  proposals  to  the  PHS  from  Dr.  Paquette  and  has  prohibited  him  from  serving  on  Public 
Health  Service  Advisory  Committees,  Boards,  or  review  groups.  These  actions  are  effective  for  a ten  year  period 
beginning  December  31,  1992. 

Roger  Poisson.  M.D..  St.  Luc  Hospital.  Montreal.  Canada.  An  investigation  conducted  by  the  Division  of  Research 
Investigations  of  the  ORI  found  that  Dr.  Poisson  had  fabricated  and  falsified  research  data  in  clinical  trials  supported 
by  a cooperative  agreement  from  the  National  Institutes  of  Health.  Dr.  Poisson  fabricated  or  falsified  data  related 
to  laboratory  tests  and  dates  of  procedures  in  115  separate  instances  dating  from  1977  through  1990.  The  ORI  has 
prohibited  Dr.  Poisson  from  serving  on  Public  Health  Advisory  Committees,  Boards,  or  review  groups  for  an  eight  year 
period.  Dr.  Poisson  has  also  been  debarred  from  receiving  Federal  grants  or  contracts  for  an  eight  year  period.  These 
actions  became  effective  March  30,  1993.  The  National  Cancer  Institute  cooperative  clinical  trials  group  which  sponsored 
the  clinical  trials,  the  National  Surgical  Adjuvant  Breast  and  Bowel  Project  (NSA8P),  plans  to  publish  corrected  analyses 
of  affected  studies. 

Sheela  Ramasubban.  University  of  Houston.  An  investigation  conducted  by  the  University  found  that  Ms.  Ramasubban,  a 
former  Master's  degree  student  in  the  Department  of  Biochemical  and  Biophysical  Sciences,  falsified  and  fabricated  data 
in  research  on  the  biochemical  basis  of  rhythmic  behaviors,  supported  by  a grant  from  the  National  Institute  of  Mental 
Health.  Ms.  Ramasubban  admitted  to  the  investigation  committee  that  she  had  altered  the  data  in  her  notebooks  and 
fabricated  data  in  a number  of  instances.  A hearing  conducted  by  the  University  upheld  the  investigative  findings  of 
scientific  misconduct.  The  ORI  concurred  in  the  University's  findings,  and  Ms.  Ramasubban  has  been  debarred  from 
eligibility  for  and  involvement  in  Federal  grants  and  contracts  for  a three-year  period  beginning  May  18,  1993.  Ms. 
Ramasubban  has  also  been  required  to  provide  special  certification  for  the  accuracy  and  reliability  of  any  PHS  research 
fellowship  application  or  contract  proposal  for  a three-year  period  beginning  December  1,  1992.  The  falsified  and 
fabricated  data  did  not  appear  in  any  scientific  publications. 

Mitchell  H.  Rosner.  National  Cancer  Institute.  An  inquiry  conducted  by  the  National  Cancer  Institute  (NCI)  and  a 
subsequent  investigation  conducted  by  the  Office  of  Research  Integrity  (ORI)  found  that  Mr.  Rosner,  a Howard  Hughes 
Medical  Institute-NIH  Scholar  in  residence  at  the  NCI,  falsified  research  on  embryonic  development  in  mice.  Mr.  Rosner 
diluted  control  samples  that  were  injected  into  mouse  germ  cells  so  that  the  control  material  would  have  a different 
effect  on  embryonic  development  from  the  experimental  samples.  The  results  of  these  experiments  were  published  in  the 
journal  Cell,  demonstrating  that  a certain  regulatory  protein  was  essential  for  normal  embryonic  development.  In  later 
efforts  by  Mr.  Rosner's  collaborators  and  supervisors  to  replicate  the  original  findings,  Mr.  Rosner  again  diluted 
control  samples  before  their  injection  into  mouse  germ  cells,  in  order  to  obtain  the  previous  results.  Mr.  Rosner 
admitted  to  these  acts  of  falsification,  and  has  signed  an  agreement  with  the  Office  of  Research  Integrity  that  he  will 
exclude  himself  for  a five  year  period  beginning  April  1,  1992  from  any  Federal  grants  or  contracts,  and  from  serving 
on  any  Public  Health  Service  advisory  committees.  The  publication  containing  the  falsified  results  (Cel l . 64:  1103-1110, 
1991)  has  been  retracted  by  a notice  in  Cel l . 69:  724,  1992. 

Craig  T.  Shelley.  M.D..  University  of  Tennessee  at  Memphis.  Dr.  Shelley  was  a neurosurgical  resident  at  the  University 
of  Tennessee  and  a former  resident  fellow  at  the  National  Institute  of  Neurological  Disorders  and  Stroke,  National 
Institutes  of  Health.  The  University  of  Tennessee  conducted  an  inquiry  into  allegations  that  Dr.  Shelley  had  fabricated 
and  falsified  data  in  research  on  brain  tumors.  A followup  investigation  by  the  former  Office  of  Scientific  Integrity 
(OSI)  confirmed  that  Dr.  Shelley  had  altered  an  autoradiographic  slide  so  that  data  from  a single  tumor  were  made  to 
look  as  though  several  tumors  were  tested.  Dr.  Shelley  admitted  to  falsifying  the  slide  and  falsely  reporting  the  source 
of  a clonal  cell  line.  He  also  admitted  that  he  had  created  other  data  by  improperly  selecting  tissues  so  the  results 
presented  would  support  his  hypothesis.  The  Office  of  Research  Integrity  concurred  in  the  University's  findings  and 
the  OSI  findings,  and  has  prohibited  Dr.  Shelley  from  serving  on  Public  Health  Service  advisory  or  review  committees 
for  a three  year  period  beginning  October  10,  1992.  Dr.  Shelley  was  also  debarred  from  receiving  Federal  grants  or 
contracts  for  a three  year  period,  beginning  April  7,  1993.  The  fabricated  and  falsified  data  did  not  appear  in  any 
publ ications. 

Michael  A.  Sherer.  M.D.,  Addiction  Research  Center  (ARC),  National  Institute  on  Drug  Abuse.  An  investigation  conducted 
by  the  former  Office  of  Scientific  Integrity  found  that  Dr.  Sherer  had  falsified  the  nature,  quality  and  methodology 
for  data  collection  and  behavioral  ratings  as  well  as  the  descriptions  in  two  publications  arising  from  research  at  the 
ARC  in  1989.  The  ORI  has  required  institutional  certification  of  the  reliability  of  the  proposed  research  and  the 
underlying  data  for  any  future  PHS  grant  applications  and  publications  submitted  by  Dr.  Sherer,  and  notification  of  the 
advisory  council  of  the  funding  agency  reviewing  such  applications  about  the  finding  of  scientific  misconduct.  Dr. 
Sherer  has  also  been  prohibited  from  serving  on  Public  Health  Service  Advisory  Committees,  Boards,  or  review  groups. 
These  actions  are  effective  for  a three  year  period,  beginning  November  9,  1992.  Dr.  Sherer  has  also  been  required  to 
submit  a letter  of  retraction  for  the  article  "Suspiciousness  induced  by  four-hour  intravenous  infusions  of  cocaine", 
Archives  of  General  Psychiatry.  45:  673-677,  1988,  and  a letter  of  correction  for  the  article  "Intravenous  cocaine: 
Psychiatric  effects".  Biological  Psychiatry.  24:  865-885,  1988. 

Raphael  B.  Strieker.  M.D..  University  of  California  at  San  Francisco.  An  investigation  conducted  by  the  University  found 
that  Dr.  Strieker  falsified  data  for  a manuscript  and  a PHS-supported  publication  reporting  research  on  AIDS.  In  the 
manuscript.  Dr.  Strieker  selectively  suppressed  data  that  did  not  support  his  hypothesis,  and  reported  consistently 
positive  data  whereas  only  one  of  four  experiments  had  produced  positive  results.  In  the  publication,  Dr.  Strieker 
reported  that  an  antibody  was  found  in  29  of  30  homosexuals,  but  not  found  in  non- homosexuals.  However,  Dr.  Strieker's 
control  data,  which  he  suppressed,  showed  the  antibody  in  33  of  65  non -homosexuals.  The  falsified  data  was  used  as  the 
basis  for  a grant  application  to  the  National  Institutes  of  Health.  The  ORI  concurred  in  the  University's  finding. 
Dr.  Strieker  executed  a Voluntary  Exclusion  and  Settlement  Agreement  in  which  he  has  agreed  not  to  apply  for  Federal 
grant  or  contract  funds  and  will  not  serve  on  PHS  advisory  committees,  boards  or  peer  review  groups  for  a three  year 
period  beginning  April  1,  1993.  The  publication  "Target  platelet  antigen  in  homosexual  men  with  immune  thrombocytopenia" 
in  the  New  England  Journal  of  Medicine.  313:  1315-1380,  1985  has  been  retracted  (New  England  Journal  of  Medicine.  325: 
1487,1991). 
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INQUIRIES 


The  Office  of  Research  Integrity  wilt  continue  to  publish  findings  of  scientific  misconduct  as  further  cases  are  closed. 
For  further  information,  contact: 

Director,  Division  of  Research  Investigations 
Office  of  Research  Integrity 
Telephone:  (301)  443-5330 

MINORITY  ACCESS  TO  RESEARCH  CAREERS  PROGRAM 

NIH  GUIDE,  Volume  22,  Number  23,  June  25,  1993 

P.T.  34;  K.W.  1014006 

National  Institute  of  Mental  Health 

National  Institute  of  Alcohol  Abuse  and  Alcoholism 

National  Institute  on  Drug  Abuse 

The  Program  Announcement  "Minority  Access  to  Research  Careers  Program  (MARC)"  was  published  by  the  Alcohol,  Drug  Abuse, 
and  Mental  Health  Administration  (ADAMHA)  in  1987  and  has  been  supported  by  the  three  former  ADAMHA  institutes,  the 
National  Institute  of  Mental  Health  (NIMH),  the  National  Institute  of  Alcohol  Abuse  and  Alcoholism  (NIAAA),  and  the 
National  Institute  on  Drug  Abuse  (NIDA).  The  MARC  program  at  the  National  Institutes  of  Health  (NIH)  has  been 
administered  primarily  by  the  National  Institute  of  General  Medical  Sciences  (NIGMS)  and  the  NIH  institutes  have  provided 
funding  for  appropriate  subprojects  within  the  MARC  programs. 

The  merger  of  the  ADAMHA  institutes  with  the  NIH  has  led  to  a reorganization  of  the  MARC  programs.  The  NIMH  will 
continue  and  develop  the  formerly  ADAMHA  MARC  program  in  the  area  of  mental  health.  The  NIDA  and  NIAAA  will  participate 
in  the  NIH  MARC  program  administered  by  NIGMS.  The  NIDA  and  NIAAA  will  honor  commitments  for  continuation  of  awards 
made  under  the  former  ADAMHA  MARC  prior  to  October  1,  1992,  but  will  no  longer  accept  assignment  of  applications 
submitted  to  that  program. 

INQUIRIES 

For  information  regarding  the  NIH  MARC  program,  contact: 

Timothy  P.  Condon,  Ph.D. 

Associate  Director  for  Science,  OSPEL 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10A55 
Rockville,  MD  20857 
Telephone:  (301)  443-6071 

ISCHEMIC  HEART  DISEASE.  SUDDEN  CARDIAC  DEATH.  HEART  FAILURE 


NIH  GUIDE.  Volume  22,  Number  23,  June  25,  1993 
RFA:  HL-93-06-H 

P.T.  04;  K.W.  0715040,  0755030,  0765035,  0710030,  0745020,  0745027 
National  Heart,  Lung,  and  Blood  Institute 

Two  changes  have  been  made  to  this  announcement.  The  first  change  relates  to  the  number  of  applications  that  an 
institution  may  submit  in  response  to  the  RFA.  The  Institute  wilt  accept  more  than  one  application  in  a given  area  from 
one  institution,  provided  that: 

o There  is  a different  SCOR  Principal  Investigator  for  each  application. 

o Each  application  is  self  contained,  i.e.,  independent  from  the  other(s).  This  would  not  preclude  whatever  cooperation 
is  planned  or  possible  among  SCOR  participants  after  awards  are  made.  Overlap  and  duplication  among  applications  will 
not  be  accepted. 

Applicants  considering  this  possibility  for  this  SCOR  program  are  advised  to  discuss  the  matter  with  the  program 
administrator,  Dr.  Constance  Ueinstein  (301-496-1081). 

The  second  change  relates  to  the  $1,000,000  limitation  of  direct  costs  requested  for  an  application.  Because  the  grants 
in  this  program  will  be  awarded  in  fiscal  year  1995,  it  was  recognized  that  some  adjustment  should  be  made  for  the  cost 
of  inflation,  albeit  modest,  that  has  occurred  since  this  limit  was  announced.  Accordingly,  the  limit  of  the  direct 
costs  that  may  be  requested  in  an  application  is  changed  to  $1,080,000. 

INQUIRIES 

Inquiries  regarding  this  addendum  may  be  directed  to: 

Dr.  Constance  Weinstein 
Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  3C06 
Bethesda,  MD  20892 
Telephone:  (301)  496-1081 
FAX:  (301)  480-6282 
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NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS 


NIH  GUIDE.  Volume  22,  Number  23,  June  25,  1993 
P.T.  42;  K.W.  0201011,  1014003 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research  Risks  (OPRR),  is  continuing  to  sponsor 
workshops  on  implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals.  Each  of  the 
workshops  scheduled  for  FY  1993  will  focus  on  a specific  theme. 

The  workshops  are  open  to  institutional  administrators,  members  of  Institutional  Animal  Care  and  Use  Committees, 
laboratory  animal  veterinarians,  investigators  other  institutional  staff  who  have  responsibility  for  high-quality 
management  of  sound  institutional  animal  care  and  use  programs.  Ample  opportunities  will  be  provided  to  exchange  ideas 
and  interests,  through  question  and  answer  sessions  and  informal  discussions. 

SOUTHWESTERN  REGION 

DATES:  September  27-29,  1993 

LOCATION 

Oklahoma  City  Hilton  Northwest 
2945  N.U.  Expressway 
Oklahoma  City,  OK  73112 
Telephone:  1-800-445-8667 
FAX:  (405)  842-4328 

SPONSOR 

University  of  Oklahoma  Health  Sciences  Center 
REGISTRATION 

Ms.  Marilyn  Perry,  Assistant  to  Director  for  Compliance 
Division  of  Animal  Resources 
8MSB,  Room  203 

University  of  Oklahoma  Health  Sciences  Center 
Oklahoma  City,  OK  73190 
Telephone:  (405)  271-5185 
FAX:  (405)  271-3032 

FEE:  S 1 40;  Graduate  Students  and  Post-Docs  $90.00 

TOPIC:  THE  PRESENT  AND  FUTURE  USE  OF  FARM  ANIMALS  IN  BIOMEDICAL  RESEARCH  AND  EDUCATION 
SOUTHEASTERN  WORKSHOP 
DATES:  December  2-3,  1993 
LOCATION 

The  Monteleone  Hotel 
214  Rue  Royale 
New  Orleans,  LA  70140 
Telephone:  1-800-535-9595 
FAX:  (504)  528-1019 

SPONSORS 

Louisiana  State  University  Medical  Center 
Xavier  University  of  Louisiana 

REGISTRATION: 

Ms.  Melinda  0.  Rapp 

Division  of  Animal  Care 

Louisiana  State  University  Medical  Center 

1542  Tulane  Avenue 

New  Orleans,  LA  70112 

Telephone:  (504)  568-6090 

FAX:  (504)  568-4843 

TOPIC:  TBA 

INQUIRIES 

For  further  information  concerning  these  workshops  and  future  NIH/OPRR  Animal  Welfare  Education  workshops,  contact: 
Ms.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

FAX:  (301)  402-2803 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


LARGE  SCALE  PRODUCTION  OF  17APLHA-ACET0XY-1 1 BETA- (4-N.N-DIHETHYLAM I NOPHENYL T-19-NORPREGNA-4.9-D I ENE-  3.20-DIQHE 

NTH  GUIDE.  Volume  22,  Number  23,  June  25,  1993 

SOURCES  SOUGHT  ANNOUNCEMENT 

P.T.  34;  K.U.  0750020,  1003006,  1003012 

National  Institute  of  Child  Health  and  Human  Development 

The  Contraceptive  Development  Branch,  National  Institute  of  Child  Health  and  Human  Development  (NICHD),  seeks  sources 
for  pilot  scale  production  of  2 kilograms  of  17alpha-acetoxy-11beta-(4-N,N-dimethylaminophenyl)-  19-norpregna-4, 
9-diene-3,20-dione  under  Good  Manufacturing  Practices  (GMP).  The  pilot  scale  plant  facilities  also  must  meet  and  comply 
with  requirements  of  the  Occupational  Safety  and  Health  Administration  (OSHA).  The  chemical  purity  of  the  final  product 
must  be  greater  than  or  equal  to  95  percent.  The  synthetic  scheme  for  the  lead  compound,  which  involves  11  steps 
starting  from  estrone  in  a laboratory  scale,  will  be  available  immediately  upon  written  request. 

This  is  a sources  sought  announcement  to  determine  whether  or  not  there  are  sources  with  the  requisite  qualifications 
to  perform  the  work  described  above.  Interested  organizations  may  submit,  within  30  days  from  the  date  of  this 
announcement,  time  estimates  for  furnishing  2 kilograms  of  material  as  well  as  a specific  description  of  their 
capability,  including  currently  available  pilot  plant  facilitates  with  GMP  approval.  The  statement  of  capabilities  may 
be  sent  to: 

Paul  J.  Duska,  Contracting  Officer 
Contracts  Management  Branch,  OGC 

National  Institute  of  Child  Health  and  Human  Development 
Building  6100,  Room  7A07 
Bethesda,  MD  20892 

CLAUDE  D.  PEPPER  OLDER  AMERICANS  INDEPENDENCE  CENTERS 


NIH  GUIDE.  Volume  22,  Number  23,  June  25,  1993 
RFA  AVAILABLE:  AG-94-001 

P.T.  34;  K.U.  0710010,  1002030,  0404000,  0745027,  0745035,  0745070 
National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  October  1,  1993 
Application  Receipt  Date:  December  9,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  N THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOU. 

PURPOSE 

The  National  Institute  on  Aging  (NIA)  invites  applications  for  support  of  Claude  D.  Pepper  Older  Americans  Independence 
Centers  (OAICs).  The  purpose  of  these  centers  is  to  increase  independence  in  older  Americans.  OAICs  will  provide 
support  for  research  to  develop  and  test  clinical  interventions,  and  core  laboratories  in  the  basic  sciences.  OAICs 
will  also  train  individuals  in  research  approaches  to  develop  and  test  methods  of  maintaining  and  increasing 
independence,  and  enhance  expertise  in  aging  research  through  the  provision  of  training  in  the  relevant  fundamental 
scientific  disciplines.  They  will  conduct  demonstration  projects  and  information  dissemination  concerning  the 
applications  of  such  research.  Centers  should  promote  linkages  between  mechanistic  and  outcome  research  and  thereby 
foster  the  capacity  of  new  investigators  to  develop  better  clinical  treatments  and  preventive  approaches.  It  is 
recognized  that  the  balance  between  support  devoted  to  intervention  studies  and  fundamental  science  will  differ  among 
Centers  to  take  advantage  of  areas  of  strength  in  geriatric  and  gerontologic  research  available  at  different 
institutions.  In  those  instances  where  applications  request  significant  core  resources  to  enhance  ongoing  projects, 
the  number  and  quality  of  externally  funded  peer-reviewed  studies  will  be  of  special  importance. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  coimiitted  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Claude  D.  Pepper  Older 
Americans  Independence  Centers,  is  related  to  the  priority  area  of  chronic  disabling  conditions.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 017-001 -00473- 1 ) or  "Healthy  People  2000"  (Summary 
Report:  Stock  No. 017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Only  U.S.  organizations  are  eligible  to  apply.  Applications  may  be  submitted  by  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  with  Program  Directors  who  are  minority  individuals  and/or 
women  are  encouraged. 
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MECHANISM  OF  SUPPORT 


Older  Americans  Independence  Centers  will  be  supported  through  National  Institutes  Of  Health  comprehensive  center  grants 
(P60).  The  total  costs  (direct  plus  indirect)  requested  per  application  for  the  first  year  may  not  exceed  $1,100,000. 

FUNDS  AVAILABLE 

Plans  are  to  make  up  to  two  awards,  new  and/or  competing  renewal  depending  upon  availability  of  funds.  Up  to  $2.2 
million  (total  cost)  for  first-year  expenses,  and  additional  approved  expenses  for  up  to  five  years,  will  be  committed 
in  Fiscal  Year  1994  to  fund  applications  submitted  in  response  to  this  RFA,  subject  to  receipt  of  high-quality 
applications,  and  availability  of  funds.  Budget  increments  for  subsequent  years  generally  will  be  limited  to  no  more 
than  one  percent. 

RESEARCH  OBJECTIVES 

OAICs  may  support  a broad  range  of  geriatric  and  aging  research.  However,  applications  with  a predominant  focus  in 
neuroscience  or  the  behavioral  and  social  sciences  are  more  appropriate  for  other  NIA  centers  programs  with  a primary 
focus  in  these  disciplines.  OAICs  will  support: 

Intervention  Studies/ Intervent  ion  Development  Studies 

At  least  one  Intervention  Study  or  Intervention  Development  Study  utilizing  human  subjects  must  be  eligible  for  funding 
following  peer  review. 

Proposed  Intervention  Studies  must  test  efficacy  of  interventions  to  prevent  or  ameliorate  functional  impairments 
contributing  to  loss  of  independence.  Each  proposed  intervention  study  should  also  include  planned  investigations  of 
mechanisms  underlying  the  intervention's  effects  (or  lack  of  effects)  on  functional  status,  factors  affecting  recruitment 
into  the  study  and  participants'  compliance  once  in  it,  and  cost-effectiveness  and  effects  on  health  care  utilization 
of  the  intervent i on(s)  tested. 

Examples  of  study  topics  include:  interventions  to  prevent  or  reduce  frailty  and  physical  performance  disabilities, 
and/or  comorbidity  associated  with  these  conditions,  to  reduce  risk  of  disabling  events  such  as  hip  fractures  and  strokes 
and  impairments  following  these  events;  disabling  side  effects  from  medication  use;  temporary  disability  from 
exacerbation  or  complications  of  chronic  diseases  of  older  persons;  disabling  sequelae  of  menopause  and  associated 
estrogen  deficiency;  and  combined  intervention  strategies  to  prevent  or  ameliorate  disabilities  in  older  persons  with 
multiple  impairments. 

Intervention  Development  Studies  will  identify,  develop,  or  refine  potential  interventions  to  preserve  or  increase 
independence.  Types  of  studies  include  preliminary  tests  of  therapies  to  test  their  effects  on  physiologic  factors  known 
to  affect  functional  status  and  studies  to  identify  or  confirm  reversible  or  prevent ible  risk  factors  for  disability 
and/or  disabling  events.  Large-scale  epidemiologic  studies  are  outside  the  scope  of  this  RFA. 

Research  Resources  Cores 

Applicants  may  request  core  resource  support  to  enhance  the  quality  of  OAIC  research  projects,  i.e..  Intervention 
Studies,  Intervention  Development  Studies,  and  Pilot  Research  Projects.  Independently  funded  research  projects  may  also 
utilize  core  support  where  the  research  is  appropriate  to  the  mission  of  the  OAIC. 

Research  Development  Core 

This  core  will  provide  salary  and  other  support  for  junior  faculty  and  research  associates  to  acquire  abilities  in  all 
phases  of  research  to  develop  interventions  to  enhance  independence,  including  clinical  trials,  studies  of  mechanisms 
of  treatment  response,  and  cost-effectiveness/health  care  utilization  studies.  It  may  also  support  training  in  the 
fundamental  sciences  as  they  relate  to  aging  research  and  the  enhancement  of  independence.  The  Research  Development 
Core  will  also  support  pilot  research  projects  on  topics  related  to  the  activities  of  the  OAIC. 

Demonstration  and  Information  Dissemination  Projects 

OAICs  must  include  activities  to  translate  findings  from  their  research  into  health  care  practice. 
Leadership/Administrative  Core 

Applicants  may  request  funds  for  the  OAIC  Director,  OAIC  Administrator,  and  support  staff.  The  OAIC  Director  should 
be  a scientist  who  can  provide  effective  administrative  and  scientific  leadership  and  coordination  with  OAIC  Intervention 
Studies.  An  OAIC  Administrator,  who  will  assist  the  Director  in  managing  the  Center,  addressing  issues  of  fiscal 

management  and  compliance  with  institutional,  PHS,  NIH,  and  NIA  policies,  should  be  identified. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  1,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
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may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  allows  NIA  staff  to  estimate  the  potential  review  workload 
and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Stanley  L.  Slater  at  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  applicant  is  to  submit  the  application  using  PHS  398  (rev.  9/91),  following  the  OAIC  (P60)  Guidelines.  These 
Guidelines  and  a copy  of  the  RFA  may  be  requested  from  the  program  staff  listed  under  INQUIRIES.  Application  kits 
containing  this  form  and  the  necessary  general  instructions  are  available  in  most  institutional  offices  of  sponsored 
research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of 
Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

On  item  2a  of  the  face  page  of  the  application,  applicants  must  enter:  NIA  RFA--Claude  Pepper  Older  Americans 
Independence  Center,  AG-94-001.  The  RFA  label  available  in  the  application  form  PHS  398  must  be  affixed  to  the  bottom 
of  the  face  page  and  placed  on  top  of  the  entire  package.  Failure  to  use  this  label  could  result  in  delayed  processing 
of  the  application  and  prevent  it  from  reaching  the  review  committee  in  time  for  review.  Please  note  that  special  OAIC 
Guidelines  mentioned  above  should  be  used  to  complete  the  application.  The  MIA  recommends  that  the  application  be 
developed  in  consultation  with  program  staff. 

REVIEW  CONSIDERATIONS 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  and  assigned  to  NIA.  Responsive  applications  will 
be  assigned  to  a special  institute  review  group  for  review.  Customary  scientific  review  criteria  will  be  applied, 
including  significance  of  the  research  project  to  the  goals  of  the  RFA. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  requests  for  the  RFA  and  OAIC  guidelines,  inquiries  regarding  programmatic  issues  and  address  the  tetter  of  intent 
to: 

Stanley  L.  Slater,  M.D. 

Geriatrics  Program 
National  Institute  on  Aging 
Gateway  Building,  Room  3E-327 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 

Direct  inquiries  regarding  fiscal  matters  to: 

Margaret  Kuhn 
Grants  Management  Office 
National  Institute  on  Aging 
Gateway  Building,  Room  2N-212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  412  CFR  52  and  45  CFR  Part  74.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  AND  DEMONSTRATION  GRANTS  RELATING  TO  OCCUPATIONAL  SAFETY  AND  HEALTH 

NIH  GUIDE.  Volume  22,  Number  23,  June  25,  1993 

PA  NUMBER:  PA-93-097 

P.T.  34;  K.W.  0725020,  0795000 

National  Institute  for  Occupational  Safety  and  Health 
PURPOSE 

The  Centers  for  Disease  Control  and  Prevention  (CDC),  National  Institute  for  Occupational  Safety  and  Health  (NIOSH), 
is  soliciting  grant  applications  for  research  and  demonstration  projects  relating  to  occupational  safety  and  health. 

The  purpose  of  this  grant  program  is  to  develop  knowledge  that  can  be  used  in  preventing  occupational  diseases  and 
injuries.  NIOSH  will  support  the  following  types  of  applied  research  projects:  causal  research  to  identify  and 
investigate  the  relationships  between  hazardous  working  conditions  and  associated  occupational  diseases  and  injuries; 
methods  research  to  develop  more  sensitive  means  of  evaluating  hazards  at  work  sites,  as  well  as  methods  for  measuring 
early  markers  of  adverse  health  effects  and  injuries;  control  research  to  develop  new  protective  equipment,  engineering 
control  technology,  and  work  practices  to  reduce  the  risks  of  occupational  hazards;  and  demonstrations  to  evaluate  the 
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technical  feasibility  or  application  of  a new  or  improved  occupational  safety  and  health  procedure,  method,  technique, 
or  system. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Research  and 
Demonstration  Grants  Relating  to  Occupational  Safety  and  Health,  is  related  to  the  priority  area  occupational  safety 
and  health.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0) 
or  "Health  People  2000"  (Surrenary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Eligible  applicants  include  domestic  and  foreign  non-profit  and  for-profit  organizations,  universities,  colleges, 
research  institutions,  and  other  public  and  private  organizations,  including  State  and  local  governments  and  small, 
minority  and/or  woman- owned  businesses. 

MECHANISMS  OF  SUPPORT 

The  types  of  grants  NIOSH  supports  are  described  below.  Applications  responding  to  this  announcement  will  be  reviewed 
by  staff  for  their  responsiveness  to  the  following  program  requirements.  Grants  are  funded  for  12-month  budget  periods 
in  project  periods  up  to  five  years  for  research  project  grants  and  demonstration  project  grants;  three  years  for  SERCA 
grants;  and  up  to  two  years  for  small  grants.  Continuation  awards  within  the  project  period  are  made  on  the  basis  of 
satisfactory  progress  and  on  the  availability  of  funds. 

Research  Project  Grants  (R01) 

A research  project  grant  application  should  be  designed  to  establish,  discover,  develop,  elucidate,  or  confirm 
information  relating  to  occupational  safety  and  health,  including  innovative  methods,  techniques,  and  approaches  for 
dealing  with  occupational  safety  and  health  problems.  These  studies  may  generate  information  that  is  readily  available 
to  solve  problems  or  contribute  to  a better  understanding  of  underlying  causes  of  diseases  and  injuries. 

Demonstration  Project  Grants  (R18) 

A demonstration  project  grant  application  should  address,  either  on  a pilot  or  full-scale  basis,  the  technical  or 
economic  feasibility  of  implementing  a new/improved  innovative  procedure,  method,  technique,  or  system  for  preventing 
occupational  safety  or  health  problems.  The  project  should  be  conducted  in  an  actual  workplace  where  a baseline  measure 
of  the  occupational  problem  will  be  defined,  the  new/improved  approach  will  be  implemented,  a follow-up  measure  of  the 
problem  will  be  documented,  and  an  evaluation  of  the  benefits  will  be  conducted. 

Special  Emphasis  Research  Career  Award  (SERCA)  Grants  (KOI) 

The  SERCA  grant  is  intended  to  provide  opportunities  for  individuals  to  acquire  experience  and  skills  essential  to  the 
study  of  work-related  hazards,  and  in  so  doing  create  a pool  of  highly  qualified  investigators  who  can  make  future 
contributions  to  research  in  the  area  of  occupational  safety  and  health.  SERCA  grants  are  not  intended  either  for 
individuals  without  research  experience  or  for  productive,  independent  investigators  with  a significant  number  of 
publications  and  of  senior  academic  rank.  Moreover,  the  award  is  not  intended  to  substitute  one  source  of  salary  support 
for  another  for  an  individual  who  is  already  conducting  full-time  research;  nor  is  it  intended  to  be  a mechanism  for 
providing  institutional  support. 

Candidates  must:  (1)  hold  a doctoral  degree;  (2)  have  research  experience  at  or  above  the  doctoral  level;  (3)  not  be 
above  the  rank  of  associate  professor;  (4)  be  employed  at  a domestic  institution;  and  (5)  be  citizens  or  non-citizen 
nationals  of  the  U.S.  or  its  possessions  or  territories  or  must  have  been  lawfully  admitted  to  the  U.S.  for  permanent 
residence  at  the  time  of  application. 

This  non-renewable  award  provides  support  for  a three-year  period  for  individuals  engaged  in  full-time  research  and 
related  activities.  Awards  will  not  exceed  $50,000  per  year  in  direct  costs  for  salary  support  (plus  fringe  benefits), 
technical  assistance,  equipment,  supplies,  consultant  costs,  domestic  travel,  publications,  and  other  costs.  The 
indirect  cost  rate  applied  is  limited  to  eight  percent  of  the  direct  costs,  excluding  tuition  and  related  fees  and 
equipment  expenses,  or  to  the  actual  indirect  cost  rate,  whichever  results  in  the  lesser  amount. 

A minimum  of  60  percent  time  must  be  committed  to  the  proposed  research  project,  although  full-time  is  desirable.  Other 
work  in  the  area  of  occupational  safety  and  health  will  enhance  the  candidate's  qualifications  but  is  not  a substitute 
for  this  requirement.  Related  activities  may  include  research  career  development  activities  as  well  as  involvement  in 
patient  care  to  the  extent  that  it  will  strengthen  research  skills.  Fundament a l /basic  research  will  not  be  supported 
unless  the  project  will  make  an  original  contribution  for  applied  technical  knowledge  in  the  identification,  evaluation, 
and/or  control  of  occupational  safety  and  health  hazards  (e.g. , development  of  a diagnostic  technique  for  early  detection 
of  an  occupational  disease).  Research  project  proposals  must  be  of  the  applicants'  own  design  and  of  such  scope  that 
independent  investigative  capability  will  be  evident  within  three  years.  At  the  completion  of  this  three-year  award, 
it  is  intended  that  awardees  should  be  better  able  to  compete  for  individual  research  project  grants  awarded  by  NIOSH. 

SERCA  grant  applications  should  be  identified  as  such  on  the  application  form.  Section  2 of  the  application  (the 
Research  Plan)  should  include  a statement  regarding  the  applicant's  career  plans  and  how  the  proposed  research  will 
contribute  to  a career  in  occupational  safety  and  health  research.  This  section  should  also  include  a letter  of 
recommendation  from  the  proposed  advisor(s). 

Small  Grants  (R03) 

The  small  grant  program  is  intended  to  stimulate  applications  from  individuals  who  are  considering  a research  career 
in  occupational  safety  and  health;  as  such,  the  minimum  time  commitment  is  10  percent.  It  is  expected  that  a recipient 
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would  subsequently  compete  for  a career  development  grant  (KOI)  or  for  a traditional  research  project  grant  (R01)  related 
to  occupational  safety  and  health.  The  award  is  not  intended  to  supplement  ongoing  or  other  proposed  research;  nor  is 
it  intended  to  be  a mechanism  for  providing  institutional  support. 

The  small  grant  investigators  must  be  U.S.  citizens  or  non-citizen  U.S.  nationals  who  are  predoctoral  students, 
post-doctoral  researchers  (within  three  years  following  completion  of  doctoral  degree  or  completion  of  residency  or 
public  health  training),  or  junior  faculty  members  (no  higher  than  assistant  professor).  If  university  policy  requires 
that  a more  senior  person  be  listed  as  Principal  Investigator,  it  should  be  clear  in  the  application  which  person  is 
the  small  grant  investigator.  Except  for  applicants  who  are  assistant  professors,  there  must  be  one  or  more  named 

mentors  to  assist  with  the  project.  A biographical  sketch  is  required  for  the  small  grant  investigator,  as  well  as  for 

the  supervisor  and  other  key  consultants,  as  appropriate. 

This  non-renewable  award  provides  support  for  project  periods  of  up  to  two  years  to  carry  out  exploratory  or  pilot 
studies,  to  develop  or  test  new  techniques  or  methods,  or  to  analyze  data  previously  collected.  Awards  will  not  exceed 
$25,000  per  year  in  direct  costs  for  salary  support  (plus  fringe  benefits),  technical  assistance,  equipment,  supplies, 
consultant  costs,  domestic  travel,  publications,  and  other  costs.  The  indirect  costs  will  be  based  upon  the  negotiated 
indirect  cost  rate  of  the  applicant  organization.  An  individual  may  not  receive  more  than  two  small  grant  awards,  and 
then,  only  if  the  awards  are  at  different  stages  of  development  (e.g.,  doctoral  student,  post-doctoral  researcher,  or 
junior  faculty  member). 

Applicants  to  this  program  must  type  "NIOSH  Small  Grant  Program"  in  item  2a  on  the  face  page  of  the  PHS  398  application 

form  or  at  the  top  of  the  face  page  of  the  PHS  5161  form. 

RESEARCH  OBJECTIVES 

The  NIOSH  is  mandated  to  develop  recommendations  for  protecting  workers  of  the  United  States  against  diseases  and 
injuries  related  to  risks  on  the  job.  In  1983,  NIOSH  published  a suggested  list  of  ten  leading  work-related  diseases 
and  injuries  as  part  of  a national  goal  to  improve  the  health  of  the  American  people  through  prevention  activities. 
These  are  listed  as  the  first  ten  entries  under  NIOSH  Program  Priorities.  To  provide  guidance  on  priorities  for  action, 
NIOSH  sponsored  the  development  of  "Proposed  National  Strategies  for  the  Prevention  of  Leading  Work-Related  Diseases 
and  Injuries."  Working  groups  composed  of  NIOSH  scientists  drafted  proposed  national  strategies  for  these  ten  areas 
of  concern.  These  strategies  were  refined  in  a process  involving  two  national  meetings  of  health  and  safety 
professionals  representing  academia,  management,  organized  labor,  professional  associations,  and  voluntary  organizations. 
Implementation  of  the  Prevention  Strategies  requires  commitment  from  a broad  array  of  organizations  and  scientific  and 
professional  disciplines.  The  extramural  research  program  is  an  important  means  of  facilitating  progress  in  these 
preventive  efforts. 

Priorities 

The  NIOSH  program  priorities,  listed  below,  are  applicable  to  all  of  the  above  types  of  grants  listed  under  MECHANISMS 
OF  SUPPORT.  These  priority  areas  represent  the  leading  diseases  and  injuries  related  to  risks  on  the  job,  and  NIOSH 
intends  to  support  projects  that  facilitate  progress  in  preventing  such  adverse  effects  among  workers.  The  conditions 
or  examples  listed  under  each  category  are  selected  examples,  not  comprehensive  definitions  of  the  category. 
Investigators  may  also  apply  in  other  areas  related  to  occupational  safety  and  health,  but  the  rationale  for  the 
significance  of  the  research  to  the  field  of  occupational  safety  and  health  must  be  developed. 

Potential  applicants  are  strongly  encouraged  to  discuss  the  acceptabi lity  of  thei r proposed  work  with  Dr.  Roy  M.  Fleming, 
at  the  address  listed  under  INQUIRIES. 

The  NIOSH  Program  Priorities  are: 

o Occupational  lung  disease:  asbestosis,  byssinosis,  silicosis,  coal  workers'  pneumoconiosis,  lung  cancer,  occupational 
asthma 

o Musculoskeletal  injuries:  disorders  of  the  back,  trunk,  upper  extremity,  neck,  lower  extremity:  traumatically 

induced  Raynaud's  phenomenon 

o Occupational  cancers  (other  than  lung):  leukemia,  mesothelioma,  cancers  of  the  bladder,  nose  and  liver 
o Severe  occupational  traumatic  injuries:  amputations,  fractures,  eye  loss,  and  lacerations 
o Cardiovascular  diseases:  hypertension,  coronary  artery  disease,  acute  myocardial  infraction 
o Disorders  of  reproduction:  infertility,  spontaneous  abortion,  teratogenesis 

o Neurotoxic  disorders:  peripheral  neuropathy,  toxic  encephalitis,  neuroses,  extreme  personality  changes 

(exposure- related) 
o Noise- induced  loss  of  hearing 

o Dermatologic  conditions:  dermatoses,  burns  (scalding),  chemical  burns,  contusions  (abrasions) 

o Psychological  disorders:  affective  disturbances  such  as  anxiety,  depression  and  job  dissatisfaction;  mal-adaptive 
behavior  and  lifestyle  patterns;  aggression;  stress  and  post  traumatic  stress  disorders;  substance  abuse 
o Control  Techniques:  new  technology  performance  evaluation,  preconstruction  review,  equipment  redesign,  containment 
of  hazards  at  the  source,  fundamental  dust  generation  mechanisms,  machine  guarding/avoidance  methods,  explosion  control, 
removal  of  emissions  after  generation,  dispersion  models,  monitoring  and  warning  techniques,  technology  transfer 
o Respirator  research:  new  and  innovative  respiratory  protective  devices,  techniques  to  predict  performance, 
effectiveness  of  respirator  programs,  physiologic  and  ergonomic  factors,  medical  surveillance  strategies,  psychological 
and  motivational  aspects,  effectiveness  of  sorbents  and  filters,  including  chemical  and  physical  properties 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
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to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  N I H recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  quest ion(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  State  and  local  government  applicants  may  use  form  PHS 
5161-1  (rev.  7/92);  however,  form  PHS  398  is  preferred.  Applications  kits  are  available  at  most  institutional  offices 
of  sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division  of  Research,  National  Institutes  of  Health,  Westwood 
Building,  Room  449,  Bethesda,  Maryland  20892,  telephone  301/594-7248;  and  from  the  program  staff  listed  under  INQUIRIES. 

The  original  and  five  copies  of  the  PHS-398  or  the  original  and  two  copies  of  the  PHS  5161-1  application  must  be 
submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  8uilding,  Room  240 
Bethesda,  MD  20892** 

The  timetable  for  receiving  applications  and  awarding  grants  is  given  below.  This  is  a continuous  announcement, 
consequently,  these  receipt  dates  will  be  on-going  until  further  notice. 

Research  and  Demonstration  Project  Grants: 


Receipt 

Initial 

Secondary 

Earliest  Possible 

Date* 

Review 

Review 

Start  Date 

Feb  1 

Jun/Jul 

Sep 

Dec  1 

Jun  1 

Oct/Nov 

Jan 

Apr  1 

Oct  1 

Feb/Mar 

May 

Aug  1 

‘Competing 

continuation  deadlines 

are  one  month 

later. 

SERCA  and 

Small  Grants 

Receipt 

Initial 

Secondary 

Earliest  Possible 

Date 

Review 

Review 

Start  Date 

Mar  1 

Jun/Jul 

Aug 

Nov  1 

Jul  1 

Oct/Nov 

Dec 

Mar  1 

Nov  1 

Feb/Mar 

Apr 

Jul  1 

Applications  must  be  received  by  the  above  receipt  dates.  To  guard  against  problems  caused  by  carrier  delays,  retain 
a legible  proof-of-mai l ing  receipt  from  the  carrier,  dated  no  later  than  one  week  prior  to  the  receipt  date.  If  the 
receipt  date  falls  on  a weekend,  it  will  be  extended  to  Monday;  if  the  date  falls  on  a holiday,  it  will  be  extended  to 
the  following  work  day. 
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REVIEW  PROCEDURES 


Applications  received  under  this  announcement  will  be  assigned  to  an  Initial  Review  Group  (IRG).  The  IRGs,  consisting 
primarily  of  non-Federal  scientific  and  technical  experts,  will  review  the  applications  for  scientific  and  technical 
merit.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicants  after  the  initial  review.  Applications 
will  also  be  reviewed  for  programmatic  importance  by  NIOSH.  Awards  will  be  made  based  on  results  of  the  initial  and 
secondary  reviews,  as  well  as  availability  of  funds. 

The  initial  (peer)  review  is  based  on  scientific  merit  and  significance  of  the  project,  competence  of  the  proposed  staff 
in  relation  to  the  type  of  research  involved,  feasibility  of  the  project,  likelihood  of  its  producing  meaningful  results, 
appropriateness  of  the  proposed  project  period,  adequacy  of  the  applicant's  resources  available  for  the  project,  and 
appropriateness  of  the  budget  request. 

Demonstration  grant  applications  will  be  reviewed  additionally  on  the  basis  of  the  following  criteria: 

o Degree  to  which  project  objectives  are  clearly  established,  obtainable,  and  for  which  progress  toward  attainment  can 
and  will  be  measured. 

o Availability,  adequacy,  and  competence  of  personnel,  facilities,  and  other  resources  needed  to  carry  out  the  project, 
o Degree  to  which  the  project  can  be  expected  to  yield  or  demonstrate  results  that  will  be  useful  and  desirable  on  a 
national  or  regional  basis. 

o Documentation  of  cooperation  from  industry,  unions,  or  other  participants  in  the  project,  where  applicable. 

SERCA  grant  applications  will  be  reviewed  additionally  on  the  basis  of  the  following  criteria: 

o The  review  process  will  consider  the  applicant's  scientific  achievements,  the  applicant's  research  career  plan  in 
occupational  safety  and  health,  and  the  degree  to  which  the  applicant's  institution  offers  a superior  research 
environment  (supportive  nature,  including  letter(s)  of  reference  f rom  advisor(s)  which  should  accompany  the  application). 

Small  grant  applications  will  be  reviewed  additionally  on  the  basis  of  the  following  criteria: 

o The  review  process  will  take  into  consideration  the  fact  that  the  applicants  do  not  have  extensive  experience  with 
the  grant  process. 

AWARD  CRITERIA 

In  the  secondary  review,  the  following  factors  will  be  considered  for  applications  assigned  to  NIOSH: 
o The  results  of  the  initial  review. 

o The  significance  of  the  proposed  study  to  the  mission  of  NIOSH. 

(1)  Relevance  to  occupational  safety  and  health,  by  contributing  to  achievement  of  the  research  objectives  specified 
in  Section  20(a)  of  the  Occupational  Safety  and  Health  Act  of  1970  and  Section  501  of  the  Federal  Mine  Safety  and  Health 
Amendments  Act  of  1977, 

(2)  Magnitude  of  the  problem  in  terms  of  numbers  of  workers  affected, 

(3)  Severity  of  the  disease  or  injury  in  the  worker  population, 

(4)  Potential  contribution  to  applied  technical  knowledge  in  the  identification,  evaluation,  and/or  control  of 
occupational  safety  and  health  hazards, 

(5)  Program  Balance,  and 

(6)  Policy  and  budgetary  considerations. 

INQUIRIES 

Written  and  telephone  inquiries  are  encourages.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Roy  M.  Fleming,  Sc.D. 

National  Institute  for  Occupational  Safety  and  Health 
Centers  for  Disease  Control  and  Prevention 
1600  Clifton  Road,  N.E. 

Building  1,  Room  2053,  Mail  Stop  D-30 
Atlanta,  GA  30333 
Telephone:  (404)  639-3343 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Carole  J.  Tully 

Grants  Management  Branch,  PGO 

Centers  for  Disease  Control  and  Prevention 

255  E.  Paces  Ferry  Road,  N.E. 

Room  300,  Mail  Stop  E-09 
Atlanta,  GA  30305 
Telephone:  (404)  842-6880 
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AUTHORITY  AND  REGULATIONS 


This  program  is  authorized  under  the  Public  Health  Service  Act,  as  amended,  Section  301  (42  U.S.C.  241);  the  Occupational 
Safety  and  Health  Act  of  1970,  Section  20  (a)(29  U.S.C.  669[a]);  and  the  Federal  Mine  Safety  and  Health  Amendments  Act 
of  1977,  as  amended.  Section  501(30  U.S.C.  951).  The  applicable  program  regulations  are  in  42  CFR  Part  52.  Applications 
are  not  subject  to  review  as  governed  by  Executive  Order  12372,  Intergovernmental  Review  of  Federal  Programs.  The 
Catalog  of  Federal  Domestic  Assistance  number  is  93.262.  This  program  is  not  subject  to  the  Public  Health  System 
Reporting  Requirements. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 

MINORITY  ACCESS  TO  RESEARCH  CAREERS  PROGRAM  1 

National  Institute  of  Mental  Health 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

National  Institute  on  Drug  Abuse 

INDEX:  MENTAL;  ALCOHOL  ABUSE,  ALCOHOLISM,  DRUG  ABUSE 


KEYWORD  THESAURUS  CODES  AND  TERMS  ....  . 1 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

POSTPONEMENT  - RFA  FOR  INSTITUTIONAL  DENTIST  SCIENTIST  AWARDS  2 

National  Institute  of  Dental  Research 
INDEX:  DENTAL  RESEARCH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

MINORITY  DISSERTATION  RESEARCH  GRANTS  IN  AGING  (RFA  AG-93-003)  2 

National  Institute  on  Aging 
INDEX:  AGING 


«IG08WG  PROGRAM  AMMPUMCEMEMTS 


DRUG  ABUSE  ASPECTS  OF  AIDS  (PA-93-098)  4 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

BIPOLAR  DISORDER:  CLINICAL.  BIOLOGICAL.  AND  TREATMENT  RESEARCH  (PA-93-099)  8 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant  Line  using 
a personal  computer  (data  line  3 01/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


THE  NIH  GUIDE  FOR  GRANTS  AND  CONTRACTS  WILL  NOT  BE  PUBLISHED  ON  JULY  9,  1993. 
THE  NEXT  ISSUE  WILL  BE  PUBLISHED  ON  JULY  16,  1993. 

NOTICES 


MINORITY  ACCESS  TO  RESEARCH  CAREERS  PROGRAM 

NIH  GUIDE.  Volume  22,  Number  24,  July  2,  1993 

P.T . 34;  K.W.  1014006 

National  Institute  of  Mental  Health 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

National  Institute  on  Drug  Abuse 

This  notice  is  a retraction  of  the  notice  published  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  22,  No.  23,  June 
25,  1993  on  the  above  subject.  Disregard  the  previous  notice.  It  was  published  prematurely  and  contained  several 
errors.  An  accurate  version  will  be  published  in  a future  issue  of  the  NIH  Guide. 

INQUIRIES 

Questions  regarding  this  notice  may  be  directed  to: 

Institutional  Affairs  Office 
National  Institutes  of  Health 
Building  1,  Room  328 
Bethesda,  MD  20892 
Telephone:  (301)  496-5366 

KEYWORD  THESAURUS  COOES  AND  TERMS 

NIH  GUIDE.  Volume  22,  Number  24,  July  2,  1993 

P.T.  22,  34,  44;  K.W.  0710030,  0404000 

National  Institutes  of  Health 

The  electronic  version  of  this  issue  of  the  NIH  Guide  for  Grants  and  Contracts  contains  the  list  of  terms  and  codes  that 
identify  the  area  of  Health  and  Safety,  Medical  Sciences,  and  Biomedical  programs  for  Federal  funding  of  research, 
training,  and  other  sponsored  activities.  These  codes  are  used  to  identify  the  Program  Type  (P.T.)  and  the  area  of 
biomedical  research  (K.W.)  of  each  notice  or  announcement  in  the  NIH  Guide. 
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INQUIRIES 


For  additional  information  about  the  Keyword  Thesaurus,  contact: 

Dr.  John  James 
Division  of  Research  Grants 
Westwood  Building,  Room  109 
Bethesda,  MD  20892 
Telephone:  (301)  594-7270 

POSTPONEMENT  - RFA  FOR  INSTITUTIONAL  DENTIST  SCIENTIST  AWARDS 

NIH  GUIDE.  Volume  22,  Nunber  24,  July  2,  1993 
P.T.  34;  K.W.  0785040,  0710030 
National  Institute  of  Dental  Research 

The  purpose  of  this  notice  is  to  announce  a postponement  by  one  year  in  issuing  a Request  for  Applications  (RFA)  for 
Institutional  Dentist  Scientist  Awards  (DSA,  K16).  The  RFA  will  be  issued  in  early  summer,  1994.  This  postponement 
will  allow  consideration  of  numerous  policy  issues  affecting  the  DSA  program  and  the  related  National  Research  Service 
Award  program. 

The  existing  DSA  programs  will  complete  their  project  periods  on  June  30,  1995.  Normally,  recompetition  of  this  program 
would  require  an  RFA  to  be  issued  in  early  summer  1993,  review  of  applications  by  the  initial  review  group  and  National 
Advisory  Dental  Research  Council  (NADRC)  in  the  spring  of  1994,  recruitment  of  appointees  in  the  fall  of  1994,  and  awards 
made  on  July  1,  1995.  This  schedule  will  be  delayed  by  one  year.  Appointees  on  existing  programs  will  be  supported 
for  the  duration  of  their  five-year  programs,  as  agreed  to  previously. 

Reports  are  pending  from  the  National  Research  Council's  Committee  on  National  Needs  for  Biomedical  and  Behavioral 
Research  Personnel,  and  from  the  Task  Force  on  Clinical  Research  in  Dentistry,  Institute  of  Medicine,  National  Academy 
of  Sciences.  Recommendations  from  these  reports  and  from  the  Dental  Research  Programs  Advisory  Committee,  the  NADRC, 
and  other  advisory  groups  to  the  NIDR,  including  the  program  directors  of  existing  DSA  programs,  need  to  be  evaluated 
and  integrated  to  ensure  that  the  training  and  career  development  programs  are  designed  to  address  the  mission  of  the 
NIDR  in  the  most  effective  way  possible.  Postponement  of  the  RFA  for  the  recompetition  of  the  DSA  programs  will  allow 
time  for  consideration  of  many  policy  issues  affecting  the  DSA  programs  and  permit  incorporation  of  modifications  to 
improve  their  effectiveness.  The  NIDR  remains  committed  to  continued  support  for  the  DSA  programs.  Applications  for 
Individual  Dentist  Scientist  Awards  (K15)  and  for  Physician  Scientist  Awards  for  Dentists  (K11)  will  continue  to  be 
accepted  in  the  usual  way. 

INQUIRIES 

Inquiries  concerning  this  notice  may  be  addressed  to: 

Thomas  M.  Valega,  Ph.D. 

Special  Assistant  for  Manpower  Development  and  Training 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  503 

Bethesda,  MD  20892 

Telephone:  (301)  594-7617 

FAX:  (301)  594-7616 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

MINORITY  DISSERTATION  RESEARCH  GRANTS  IN  AGING 

NIH  GUIDE.  Volume  22,  Number  24,  July  2,  1993 

RFA  AVAILABLE:  AG-93-003 

P.T.  34,  FF;  K.W.  0710010,  0710030 

National  Institute  on  Aging 

Application  Receipt  Date:  October  20,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW 

PURPOSE 

Small  grants  (R03)  to  support  doctoral  dissertation  research  will  be  available  for  minority  doctoral  candidates.  Grant 
support  is  designed  to  aid  the  research  of  new  minority  investigators  and  to  encourage  individuals  from  a variety  of 
academic  disciplines  and  programs  to  study  problems  in  aging  and  issues  related  to  aging.  Specific  research  topics 
should  be  discussed  with  the  National  Institute  on  Aging  (NIA).  The  interests  of  the  programs  are  given  in  the  RFA. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Minority  Dissertation  Research 
Grants  in  Aging,  is  related  to  the  priority  area  of  aging.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  24  - July  2,  1993 

2 


2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

The  applicant  investigator  applying  for  a dissertation  research  grant  must  be  a minority  individual  enrolled  in  an 
accredited  doctoral  degree  program  in  the  biomedical,  social,  or  behavioral  sciences  and  must  have  approval  of  the 
dissertation  proposal  by  a named  committee.  Note  that  this  initiative  is  no  longer  limited  to  "underrepresented 
minorities".  The  applicant  institution  must  be  domestic  and  will  administer  the  grant  on  behalf  of  the  proposed 
investigator.  The  applicant  investigator  for  dissertation  research  grant  support  must  be  a citizen  of  the  United  States 
or  hold  a permanent  resident  visa. 

MECHANISM  OF  SUPPORT 

Dissertation  research  grants  will  be  administered  in  accordance  with  the  U.S.  Code  Annotated,  Title  42,  Part  B,  Section 
284.  Awards  will  depend  on  the  availability  of  funds.  The  NIA  expects  to  fund  up  to  20  dissertation  research  projects 
in  1994. 

Applicant  investigators  should  request  support  for  the  amount  of  time  necessary  to  complete  the  dissertation.  However, 
a dissertation  research  grant  usually  is  awarded  for  a period  of  12  months  but  may  be  awarded  for  up  to  24  months.  The 
total  direct  costs  of  the  entire  project  may  not  exceed  $25,000.  A proposal  that  exceeds  this  amount  will  be  returned. 
Allowable  costs  include  the  investigator's  salary  (not  to  exceed  $10,000);  direct  research  project  expenses  such  as 
travel,  data  processing,  and  supplies,  and  dissertation  costs.  No  tuition  or  permanent  equipment  is  allowed. 

APPLICATION  PROCEDURES 

The  RFA  and  special  guidelines  for  dissertation  grant  applications  must  be  requested  from  the  Office  of  Extramural 
Affairs  (see  address  below).  The  application  is  to  be  submitted  on  form  PHS  398  (rev.  9/91)  available  from  the 
university's  office  of  sponsored  research  and  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Uestwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  The  special  instructions 
described  here  and  in  the  application  kit  must  be  followed.  Applications  will  be  assigned  to  the  NIA  for  review  and 
possible  funding. 

Applications  must  be  received  by  October  20,  1993.  The  original  and  three  copies  of  the  completed  application,  which 
includes  a detailed  narrative  project  description  (not  to  exceed  10  pages)  and  letters  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

An  additional  two  copies  must  be  sent  to: 

Chief,  Scientific  Review  Office 
National  Institute  on  Aging 
Gateway  Building,  Suite  2C212 
Bethesda,  MD  20892 
ATTN:  Minority  Dissertation 

A letter  from  the  faculty  committee  or  university  official  directly  responsible  for  supervising  the  development  and 
progress  of  the  dissertation  research  must  be  submitted  with  the  application.  Details  of  the  letter  are  given  in  the 
RFA. 

REVIEW  CONSIDERATIONS 

Dissertation  research  grants  are  competitive.  Review  will  be  conducted  by  a special  committee  convened  for  this  purpose. 
Review  results  and  funding  decisions  will  be  announced  within  six  months  after  the  submission  date.  Final  funding 
decisions  are  based  on  the  recommendations  of  the  reviewers,  the  relevance  of  the  project  to  NIA  priorities,  and  the 
availability  of  funds. 

INQUIRIES 

Interested  applicants  must  request  the  RFA,  additional  guidelines  for  preparing  the  application,  and  discuss  the 
suitability  of  the  mechanism  by  letter  or  by  telephone  with  the  person  named  below.  The  applicant  will  then  be  referred 
to  the  relevant  NIA  program  director  to  discuss  the  suitability  of  the  research  topic. 

Phyllis  B.  Eveleth,  Ph.D. 

Office  of  Extramural  Affairs 
National  Institute  on  Aging 
Gateway  Building,  Suite  2C218 
Bethesda,  MD  20892 
Telephone:  (301)  496-9322 

Direct  inquiries  relating  to  fiscal  matters  to: 

Mr.  Joseph  Ellis 
Grants  Management  Officer 
National  Institute  on  Aging 
Gateway  Building,  Suite  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.366.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act  Title  IV,  Part  A (Public  Law  79-410,  as  amended  by  Public  Law  99-158,  42  DSC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  The  requirements 
of  Executive  Order  12372,  "Intergovernmental  Review  of  Federal  Programs,"  are  not  applicable  to  NIA  research  grant 
programs. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


DRUG  ABUSE  ASPECTS  OF  AIDS 


N1H  GUIDE.  Volume  22,  Number  24,  July  2,  1993 

PA  NUMBER:  PA -93 -098 

P.T.  34;  K.W.  0715008,  0404009 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  stimulate  research  on  the  relationships  between  drug  abuse  and  associated 
behaviors  and  infection  with  human  immunodeficiency  virus  (HIV)  and  progression  to  acquired  immunodeficiency  syndrome 
(AIDS).  This  is  a revision  of  the  January  1990  announcement  recognizing  the  progress  made  and  the  knowledge  accumulated 
regarding  these  relationships  and  emphasizing  areas  where  major  gaps  exist  in  this  knowledge  base. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Drug  Abuse 
Aspects  of  AIDS,  is  related  to  the  priority  areas  of  HIV  infection  and  alcohol  and  other  drugs.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0  or  Summary  Report:  Stock  No. 
017-001 -00473-1 ) through  the  Superintendent  of  Docunents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-  profit,  public  and  private  organizations  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Applications  are  especially  encouraged 
from  State  and  municipal  governments  with  research  units  and/or  State  and  municipal  governments  collaborating  with 
uni vers i ty- based  research  units.  Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and 
Transition  (FIRST)  Awards  (R29). 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (R01),  small 
grants  (R03),  and  FIRST  awards  (R29).  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project 
will  be  solely  that  of  the  applicant.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  program 
announcement  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also. 

RESEARCH  OBJECTIVES 

Background 

Between  June  1981  and  June  30,  1992,  226,281  AIDS  cases  in  the  U.S.  were  reported  to  the  Centers  for  Disease  Control. 
Approximately  30  percent  of  the  AIDS  cases  are  among  injecting  drug  users  (IDUs).  Heterosexual  IDUs  account  for  23 
percent  of  AIDS  cases,  whereas  homosexual  and  bisexual  IDUs  account  for  an  additional  six  percent  of  cases.  Nineteen 
percent  of  all  male  cases  were  heterosexuals  who  reported  using  needles  for  self-injection  of  drugs  not  prescribed  by 
a physician  at  least  once  prior  to  developing  AIDS.  Half  of  all  females  with  AIDS  reported  such  a drug  use  history. 

HIV  infection  and  AIDS  are  not  limited  to  drug  abusers  who  inject  drugs,  but  have  been  recently  noted  to  be  spreading 
rapidly  among  non-IDUs,  such  as  "crack"  smokers.  A survey  of  five  cities  demonstrated  an  11  percent  HIV  infection  rate 
among  heterosexual  "crack"  users  who  had  never  injected  drugs.  The  multiple  sexual  contacts  reported  by  this  group  of 
drug  users  has  led  to  outbreaks  of  gonorrhea  and  syphilis  and  other  sexually  transmitted  infections,  including  HIV 
infection. 

Another  facet  of  the  AIDS  epidemic  is  the  re-emergence  of  tuberculosis  (TB)  in  the  U.S.  There  are  several  reasons  for 
the  re-emergence  of  TB  in  the  U.S. , including  the  HIV  epidemic,  a failing  public  health  infrastructure  in  some  districts, 
increased  substance  abuse,  poverty  and  homelessness,  and  increases  in  immigrants  with  TB. 

In  response  to  the  AIDS  pandemic  among  drug  abusers,  the  National  Institute  on  Drug  Abuse  (NIDA)  has  built  a 
comprehensive  research  program,  including  studies  of  the  effects  of  drug  abuse  on  the  immune  system;  epidemiologic 
studies  of  seroincidence,  seroprevalence,  and  progression  to  disease  among  drug  users  (in  and  out  of  treatment),  their 
sexual  partners,  and  their  children;  and  studies  to  assess  prevention  and  treatment  strategies  to  reduce  behaviors  that 
are  linked  to  the  transmission  of  HIV  and  progression  to  AIDS  and  other  associated  diseases. 

To  develop  a more  targeted  research  program,  the  NIDA  AIDS  Office  initiated  a planning  process  addressing  four  major 
research  areas:  prevention  of  HIV  transmission,  drug  using  and  sexual  behaviors  associated  with  HIV  transmission, 
natural  history/cofactors  of  HIV  infection  and  disease  progression,  and  clinical  issues.  Separate  planning  processes 
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focused  on  drug  abuse  treatment  research  and  medications  development,  and  aspects  of  those  plans  relevant  to  HIV  were 
also  integrated  into  the  AIDS  planning  process.  The  AIDS  five-year  plan  highlights  the  priority  areas  presented  below. 

Objectives 

Priorities  have  been  established,  without  implication  of  ranking  importance,  in  five  areas  (treatment  of  drug  dependence, 
prevention  strategies,  risk  behaviors,  etiology  and  pathogenesis,  and  clinical  issues).  Three  cross-cutting  areas 
include  international  research,  family  issues,  and  cultural  issues. 

Treatment  of  drug  dependence:  Treatment  of  drug  dependence  is  an  important  strategy  for  reducing  risky  behaviors  that 
are  related  to  the  transmission  of  HIV.  To  that  end,  NIDA  will  continue  to  support  research  to  improve  current 
treatments  and  to  develop  new  ones. 

The  objective  of  drug  abuse  treatment  research  related  to  AIDS  is  to  improve  the  efficacy  of  psychosocial/behavioral 
and  pharmacological  drug  dependence  treatment  interventions;  to  improve  the  effectiveness  of  drug  abuse  treatment 
programs  and  modalities;  to  develop  effective  new  psychosocial  treatments  and  medications  to  treat  drug  dependence;  to 
potentiate  the  efficacy  of  drug  abuse  treatment  through  optimal  integration  of  psychosocial/behavioral  treatments  and 
medications.  Specific  examples  of  research  priorities  include: 

o Systematic  evaluation  and  replication  of  promising  psychosocial/behavioral  therapies  and  promotion  of  the  acceptance 
and  utilization  of  those  therapies  that  show  efficacy  for  differing  patient  populations  including  women,  particularly 
pregnant  women,  those  with  mental  illness,  and  crack  users. 

o Continue  large  scale,  multi-program  treatment  evaluation  research  to  provide  current  information  on  the  effectiveness 
of  treatment  modalities  for  differing  client  populations. 

o Studies  of  treatment  engagement  and  retention  in  order  to  address  the  problem  of  client  attrition  early  in  treatment 
by  developing  strategies  to  increase  time  in  treatment. 

Prevention  strategies:  Although  treatment  for  drug  dependence  is  considered  the  optimal  intervention,  other  HIV 
prevention  strategies  are  needed  for  drug  users  who  are  not  in  treatment  or  whose  treatment  is  not  totally  effective 
in  eliminating  their  use  of  drugs  and  for  others  at  risk  of  infection  through  drug  abuse  such  as  sex  partners  and 
children  of  drug  abusers.  In  addition,  for  drug  users  who  are  already  infected  with  the  HIV,  strategies  to  slow 
progression  of  AIDS  illnesses  are  needed. 

Attention  needs  to  be  placed  on  research  that  not  only  evaluates  outcomes  of  specific  risk  reduction  programs,  but  does 
so  in  a manner  that  contributes  toward  a general izable  understanding  of  the  factors  and  processes  that  contribute  to 
risk  behavior  and  behavior  change.  Furthermore,  there  is  a need  to  develop  and  evaluate  prevention  efforts  that  are 
integrated  with  other  public  health  programs  that  address  the  myriad  health  and  safety  issues  that  make  HIV  a less 
salient  concern  for  many  persons  at  risk.  A special  focus  is  needed  on  alternative  strategies  for  women.  Specific  areas 
of  research  attention  might  be: 

o Multi-site  AIDS  community-based  out reach/ intervent  ion  research  designed  to:  recruit  drug  abusers  into  drug  abuse 
treatment  and  HIV  counseling  programs,  study  the  duration  of  behavior  change  following  intervention,  and  develop  booster 
programs  to  ensure  long  term  behavior  change  and  prevent  relapses  to  risk-taking  behaviors, 
o Assess  prevention  strategies  that  alter  the  progression  of  disease  among  seropositive  drug  abusers, 
o Assess  intervention  models  that  focus  on  sexual  risk  behaviors. 

o Clarify  the  efficacy  (risks  and  benefits)  and  cost-effectiveness  of  harm  reduction  strategies,  such  as  needle/ syringe 
exchange  programs  and  the  use  of  bleach  as  a disinfectant.  Studies  are  encouraged  that  examine  the  impact  of  these 
programs  on  patterns  of  drug  use  practices,  including  needle-related  practices  with  potential  impact  on  the  transmission 
of  blood-borne  diseases,  e.g.,  HIV,  Hepatitis  B.  The  development  of  biological  measures  of  infectivity  and  multiple 
use  patterns  are  encouraged. 

o Develop  and  evaluate  prevention  strategies  for  areas  of  "low  prevalence"  of  AIDS/HIV  infection,  including  use  of  other 
"markers"  of  risk  such  as  HTLV-I/II  and  hepatitis  viruses. 

o Assess  the  risks  and  benefits  of  HIV  testing  and  counseling.  Give  special  emphasis  to  interventions  designed  to 
improve  behavior  change  for  clients  who  test  HIV  negative. 

o Studies  of  the  diffusion  of  innovations  comparing  characteristics  of  communities  that  adapt  early,  later,  or  fail 
to  adopt  innovative  preventive  strategies.  Such  studies  should  also  examine  the  impact  on  HIV  risk  behaviors. 

Risk  behaviors:  Drug  using  behaviors  and  sexual  behaviors  associated  with  drug  use  account  for  a major  portion  of  the 
AIDS  cases  reported  in  the  United  States.  Studies  have  focused  on  behaviors  of  individual  drug  users,  particularly  in 
relation  to  injection  drug  practices  and  their  use  of  sex  as  a mechanism  for  obtaining  drugs.  The  transactional  and 
dynamic  aspects  governing  these  high  risk  behaviors  have  been  less  well  explicated.  Specific  examples  of  research 
priorities  include: 

o Identification  of  factors  associated  with  the  transition  from  non- injecting  to  injecting  drug  use,  including  the  role 
of  drug  and  needle  sharing  in  injection  initiation. 

o Studies  of  factors  that  support  the  maintenance  of  or  relapse  to  drug  injecting  behaviors  and  that  play  a role  in 
user  decisions  to  adopt  and  maintain  safer  injecting  procedures,  including  social  and  situational  determinants  (e.g., 
drug  choices,  availability  of  drugs,  social  networks,  social  support,  and  gender  roles)  of  sharing  and  other  high  risk 
practices. 

o Studies  of  the  determinants  of  sexual  behavior  of  IDUs  and  their  sexual  partners,  how  risk  taking  behavior  is  mediated 
by  the  dyadic  relationship,  peer  group  influences,  social  networks,  gender  differences,  and  patterns  of  non-injected 
and  injected  drug  use. 

o Investigations  of  the  relationship  between  non-injected  drug  use  and  high  risk  sexual  behaviors  in  gay  and  bisexual 
males  and  other  groups  potentially  at  risk. 

o Development  of  statistical  methodologies  for  analysis  of  behavior  in  context  and  for  measuring  multiple  risk 
behaviors. 

o Studies  to  model  the  prevalence  of  AIDS  and  AIDS  risk  behaviors  balancing  theory  and  data,  in  special  subpopulations 
of  drug  abusers  (the  homeless,  adolescents,  the  highly  sexually  active,  gays  and  bisexuals). 

Etiology  and  pathogenesis  (Cofactors):  It  is  hypothesized  that  the  transmission/progression  of  infection  may  be 
influenced  by  non-HIV  related  factors.  These  "cofactors"  may  include  the  use  of  drugs  or  alcohol  (e.g.,  quantity)  as 
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well  as  the  use  of  specific  substances  (e.g. , nitrite  inhalants). 

The  overall  objective  of  this  area  is  to  stimulate  research  on  the  pathogenesis  of  HIV  in  drug  users  and  their  offspring 
and  the  impact  of  co-factors  which  may  operate  in  conjunction  with  HIV  to  influence  susceptibility  to  infection,  disease 
progression,  and  the  various  clinical  manifestations  observed  in  drug  users.  Examples  of  research  areas  include: 

o Studies  of  drug  receptors  in  psychoneuro immune  systems  including  the  basic  mechanisms  of  psychoneuro immune  pathways, 
the  mechanisms  of  action  of  different  cytokines  and  drugs  on  these  receptors  and  how  drugs  might  be  modified  to  intervene 
in  these  actions  to  assist  the  development  of  new  treatment  drugs  that  do  not  impinge  on  immune  function  or  that  may 
enhance  immune  response. 

o Studies  of  the  role  of  stress  and  how  drugs  of  abuse  modulate  the  immune  function  and  the  progression  of  disease, 
as  well  as  the  biochemical  and  immunologic  mechanisms  in  the  pathogenesis  of  drug-modulated  encephalopathy  in  the  absence 
or  presence  of  HIV  or  other  infections. 

o Studies  in  prevalent  positives  of  clinical  staging  of  HIV-related  disorders,  decline  in  CD4,  and  onset  of  other 
infectious  diseases  (e.g.,  hepatitis  B and  C,  pyogenic  bacterial  infections,  syphilis,  tuberculosis);  medical  sequelae 
of  AIDS-related  disorders,  e.g.,  M.  tuberculosis,  pulmonary  and  central  nervous  system  infections,  mycobacteria,  T. 
gondii,  Kaposi's  sarcoma,  C.  neoformans). 

o The  extent  to  which  drug  use  and/or  co-infection  with  other  pathogens  affects  vulnerability  to  HIV  infection  and  the 
rate  of  disease  progression  in  incident  seroconverters;  the  impact  of  drug  use  and  co-infection  on  immune  function  and 
rate  of  decline  in  CD4;  the  interactions  of  HIV  with  drugs  of  abuse  and  the  effects  of  combinations  of  cofactors  on 
susceptibility  to  infection  and  disease  course. 

o The  immunosuppressive  role  of  drugs  of  abuse  such  as  opiates,  cocaine,  marijuana,  and  nitrites  on  progressive  immune 
dysfunction  and  disease  progression;  association  of  drug  use  with  variable  expression  of  HIV  manifestations  in  drug  users 
as  distinct  from  other  groups,  e.g.,  the  association  of  nitrite  use  with  Kaposi's  sarcoma. 

o The  interaction  of  drug  treatment  medications,  e.g.,  methadone,  LAAM,  and  buprenorphine,  HIV-related  therapeutics, 
and  drugs  of  abuse  and  the  impact  on  HIV  disease  progression. 

o HIV  transmission  and  disease  development  in  special  populations,  e.g.,  women,  infants  and  children  prenatal ly 
drug-exposed,  and  adolescents. 

o Studies  that  examine  factors  in  drug  abusing  populations  that  predict,  protect  against,  contribute  to,  or  limit  the 
progression  of  complications  of  HIV  infections  related  to  the  nervous  system,  e.g.,  HIV  dementia. 

Clinical  issues:  Important  clinical  issues  include  drug  abuse  relapse  prevention,  case  management,  HIV  testing,  and 
linkages  between  the  drug  treatment  and  primary  health  care  systems.  These  issues  are  particularly  complex  in  that  drug 
abuse  treatment  has  been  managed  outside  the  mainstream  of  health  care  practice.  Within  this  context,  the  following 
are  examples  of  research  initiatives: 

o Assess  strategies  to  link  drug  abuse  services  with  primary  health  care,  public  health,  and  mental  health  services, 
o Assess  the  ability  of  drug  abuse  treatment  staff  to  resist  burnout  and  to  enhance  skills,  and  explore  their  attitudes 
toward  HIV-positive  and  substance  abusing  clients. 

o Evaluate  a variety  of  comprehensive  case  management  models  that  include  health  and  social  services  for  drug  abusers 
who  are  infected  with  HIV  and  for  those  who  have  progressed  to  AIDS. 

o Study  the  impact  on  the  lives  of  the  families  of  seropositive  drug  abusers  and  drug  abusers  with  AIDS  including  their 
service  needs  and  patterns  of  help-seeking. 

Cross-Cutting  Issues:  Three  cross-cutting  issues  have  been  identified:  international  studies,  family  issues,  and, 
cultural  issues. 

Applications  are  encouraged  especially  from  countries  that  have  access  to  data  which  are  unavailable  in  the  U.S.  and 
which  are  important  to  U.S.  interests  in  the  area  of  drug  abuse  and  AIDS  in  any  of  the  areas  mentioned  above. 

Interrelationships  among  drug  abuse,  HIV  infection,  and  family  functioning,  utilizing  a broad  definition  of  family 
functioning  to  include  biological  and  n on-biological  networks.  The  focus  of  this  research  is  the  design  effective 
prevention  strategies  and  to  enhance  treatment  efforts. 

Studies  of  special  target  populations  are  encouraged  that  focus  on  cultural  factors  that  impact  injecting  and  high  risk 
sexual  behavior;  female  drug  users  and  female  sexual  partners  of  IDUs;  high  risk  adolescents  (e.g.,  homeless  and  gay 
youth,  and  youth  living  in  areas  with  high  rates  of  HIV  infection  and/or  injection  drug  use);  gay  and  bisexual  males, 
including  injecting  and  non-  injecting  drug  users;  and  institutionalized  populations  such  as  prisoners. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIK  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided.  The 
composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In  addition, 
gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate  for  the 
scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4  of  the 
Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 
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For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States* 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  receipt 
dates  for  AIDS-related  research  found  in  the  form  PHS  398  instructions.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Uestwood  Bui Iding,  Room  240,  Bethesda,  MD  20892,  telephone  301/594-7248). 
The  title  and  number  of  the  announcement  must  be  typed  in  Item  2a  on  the  face  page  of  the  application  form  PHS  398. 

Applications  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center 
for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included  with  the  application. 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  DHHS 
grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  initial  review  group  (IRG)  in 
accordance  with  established  PHS  referral  guidelines.  The  IRGs,  consisting  primarily  of  non-Federal  scientific  and 
technical  experts,  will  review  the  applications  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH 
peer  review  procedures.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial 
review.  Applications  wilt  receive  a second-level  review  by  an  appropriate  National  Advisory  Council,  whose  review  may 
be  based  on  policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  further  consideration 
by  the  Council  may  be  considered  for  funding. 

AUARD  CRITERIA 

Applications  recommended  for  further  consideration  by  an  appropriate  National  Advisory  Council  will  be  considered  for 
funding  on  the  basis  of  overall  scientific,  clinical  and  technical  merit  of  the  proposal  as  determined  by  peer  review, 
appropriateness  of  budget  estimates,  program  needs  arid  balance,  policy  considerations,  adequacy  of  provisions  for  the 
protection  of  human  subjects,  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  to  clarify  any  issues  or  questions  from  potential  applicants  are  welcome.  Direct 
inquiries  regarding  programmatic  issues  to: 

Harry  W.  Haverkos,  M.D. 

National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10A-38 
Rockville,  MD  20857 
Telephone:  (301)  443-6697 

Direct  inquiries  regarding  fiscal  matters  to: 

Chief,  Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Section  301,  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at 
Title  42  CFR  52  "Grants  for  Research  Projects",  Title  45  CFR  Part  74  & 92,  "Administration  of  Grants"  and  45  CFR  Part 
46,  "Protection  of  Human  Subjects".  Title  42  CFR  Part  2,  "Confidentiality  of  Alcohol  and  Drug  Abuse  Patient  Records" 
may  also  be  applicable  to  these  awards.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  of  Health  Systems  Agency  review. 
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BIPOLAR  DISORDER:  CLINICAL.  BIOLOGICAL.  AND  TREATMENT  RESEARCH 
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P.T.  34;  K.W.  0715129,  0755030,  0745070,  0415001,  0730050 

National  Institute  of  Mental  Health 

PURPOSE 

The  purpose  of  this  announcement  is  to  encourage  research  grant  applications  for  studies  on  etiology,  clinical  course, 
biology,  treatment,  and  delivery  of  services  for  bipolar  disorder.  The  collaborative  development  of  common  or 
complementary  protocols  or  methods  to  increase  the  knowledge  yield  from  clinical  resources  is  encouraged. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Bipolar 
Disorder:  Clinical,  Biological,  and  Treatment  Research,  is  related  to  the  priority  area  of  mental  health  and  mental 
disorders.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0) 
or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-004731)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20401-9325  (telephone  202-783-3238.) 

This  announcement  also  addresses  recommendations  set  forth  in  "Caring  for  People  with  Severe  Mental  Disorders:  A National 
Plan  of  Research  to  Improve  Services".  This  publication  (Department  of  Health  and  Human  Services  Pub.  No.  (ADM  91-1762) 
can  be  obtained  through  the  U.S.  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238.) 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign  public  and  private,  non-profit  and  for-profit  organizations, 
including  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Foreign  institutions  are  not 
eligible  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  a regular  research  grant  (R01),  a small  grant  (R03),  and  the 
First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29).  Applications  for  collaborative  and/or 
multipurpose  research  may  be  requested  through  the  Multi-Institutional  Collaborative  Research  Project  (R10)  mechanism 
as  well  as  the  new  Interactive  Research  Project  Grant  mechanism  (1RPG).  Because  some  of  these  grant  mechanisms  have 
specific  program  announcements  with  distinct  application  procedures  and  deadlines,  applicants  should  consult  with  NIMH 
staff  concerning  choice  of  mechanism. 

RESEARCH  OBJECTIVES 

Background 

Bipolar  disorder  constitutes  a major  public  health  problem  affecting  nearly  1.5  percent  of  the  adult  population.  Bipolar 
disorder  can  have  serious  long-term  effects  and  is  often  associated  with  significant  psychosocial  impairment,  lost  work 
productivity,  and  high  morbidity  and  services  utilization.  A recent  analysis,  funded  by  the  National  Institute  of  Mental 
Health  (NIMH)  and  the  Agency  of  Health  Care  Policy  and  Research,  of  outpatient  and  inpatient  medical  records  for  1.3 
million  patients  with  mood  disorder  found  that  the  economic  cost  of  bipolar  disorder  is  3.5  times  that  of  major 
depression.  Bipolar  illness  is  also  a significant  risk  factor  for  suicide.  Deaths  by  suicide  are  at  least  35  times 
that  found  in  the  general  population.  There  is  evidence  from  epidemiologic  and  family  studies  of  trends  toward  earlier 
onset  of  bipolar  illness  and,  possibly,  of  increased  prevalence  in  younger  birth  cohorts.  The  factors  underlying  these 
effects  are  unclear,  but  early  onset  is  generally  associated  with  increased  familial  risk. 

The  presentation  of  bipolar  disorder  in  clinical  settings  is  increasingly  complicated  by  comorbid  substance  abuse, 
especially  in  younger  age  groups.  Despite  the  high  prevalence  of  comorbid  bipolar  disorder  and  substance  or  alcohol 
abuse,  there  is  relatively  little  research  with  this  population.  Other  complications  include  dysphoric  mania  (also  known 
as  a mixed  state)  and  rapid  cycling  between  mania  or  hypomania  and  depression.  These  clinical  presentations  are  less 
likely  than  standard  bipolar  disorder  to  respond  to  lithium.  Overall,  they  have  received  relatively  little  study  in 
relation  to  differential  family  patterns,  gender,  etiology,  comorbidity,  treatment  responsiveness,  course,  and  outcome. 
Increased  attention  is  reflected  by  plans  to  include  subtypes  in  the  DSM-IV  criteria. 

Childhood  bipolar  disorder  is  receiving  new  research  attention.  Differential  diagnostic  issues  remain  a problem  (e.g., 
with  conduct  disorder,  attention  deficit  disorder  and  schizophrenia),  and  relatively  little  is  known  about  the  onset, 
presentation,  and  outcome  of  childhood  bipolar  disorder. 

Aside  from  lithium  therapy,  long-term  treatment  and  rehabilitation  of  bipolar  disorder  have  been  relatively  neglected 
compared  to  treatments  for  unipolar  mood  disorders  and  schizophrenia.  There  is  need  for  greater  focus  on  the  development 
and  app  l i cat  ion  of  innovative,  long-term  therapeutic  interventions  involving  both  biological  and  psychosoc  i a l treatments. 

The  following  are  examples  of  research  topics  focusing  on  bipolar  disorder  research.  The  list  is  illustrative,  not 
exhaustive,  and  it  is  expected  that  additional  important  research  topics  will  be  identified  by  researchers  who  respond 
to  this  announcement. 

Clinical  Features,  Course,  and  Risk  Factors.  Research  is  encouraged  to  identify  factors  associated  with  subtypes  of 
bipolar  disorder,  as  well  as  factors  associated  with  onset,  course,  and  outcome  of  the  disorder.  Examples  include 
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studies  of  the  following: 


o The  influence  of  factors  such  as  birth  cohort  membership,  family  history,  social  supports,  life  events,  comorbidity, 
personality,  and  gender  on  the  onset,  clinical  presentation,  and  eourse  of  bipolar  disorder 
o Risk  factors  in  the  onset  of  first  episode  and  recurrence  (course)  of  bipolar  disorder 

o Prevalence  and  risk  factors  associated  with  various  clinical  presentations  in  general  health  care  and  specialty  mental 
health  settings 

o The  time  course  of  recovery  from  index  episodes  and  relapse  into  new  episodes;  and  the  predictive  significance  of 
episode- related  cl inical  features  for  recovery  and  relapse 

o Clinical  and  cognitive  features  that  are  characteristic  of  the  manic  phases  and  depressed  phases  of  bipolar  disorder 

(e.g.,  thought  disorder  and  psychotic  features)  and  their  influence  on  course  and  outcome 

o Course  and  outcome  in  chi Idhood  onset  bipolar  disorder  and  its  possible  temperamental  antecedents 

o Suicide  risk  in  bipolar  i l Iness,  including  research  on  the  influence  of  comorbid  substance  abuse  and  personality 

disorders 

Biological/Neuroscience/Psychological  Functioning.  Research  is  encouraged  to  clarify  the  etiology,  genet i c suscept i bi  l i ty 
factors,  and  pathophysiological  and  psychological  characteristics  of  bipolar  illness.  Examples  include  studies  of  the 
following: 

o The  specific  genetic  bases  for  or  contributions  to  the  etiology  of  bipolar  disorder,  including  approaches  using  DNA 
markers  of  candidate  genes  as  well  as  research  to  identify  biological  measures  that  co-segregate  with  clinical  disorder 
in  families  or  are  present  in  individuals  at  high  risk  by  virtue  of  family  history 

o Functional  and  structural  neuro imaging  techniques  applied  to  the  study  of  bipolar  disorder  during  episodes,  as  well 
as  remission 

o Sleep,  neuroendocrine,  and  circadian  changes  from  manic  to  depressed  to  euthymic  states 

o Neurobiological,  pathophysiological,  cognitive,  and  other  psychological  mechanisms  or  changes  related  to  course  of 
i l Iness  or  treatment  efficacy 

Treatment  and  Services.  Treatment  of  bipolar  disorder  is  increasingly  marked  by  the  recognition  that  traditional 
therapies  often  fai l to  control  effectively  a variety  of  clinical  presentations  such  as  mixed  states  and  rapid  cycling 
and  the  prevent i on  or  treatment  of  breakthrough  depression  in  the  course  of  maintenance  therapy.  There  is  a special 
need  for  new  therapies  for  women  of  child-bearing  age,  because  of  concerns  about  teratogenic  side  effects  from  available 
medications.  Studies  are  also  needed  to  find  the  optimum  treatment  for  the  depressive  phase  of  the  illness.  Examples 
of  study  topics  include  the  following: 

o Pharmacologic  alternatives  to  lithium  for  both  acute  and  long-term  therapy 

o Nonpharmacologic  somatic  approaches,  e.g. , electroconvulsive  therapy,  phototherapy,  sleep  deprivation 
o New  psychosocial  treatment  and  rehabilitation  approaches,  especial ly  those  that  assess  the  long-term  efficacy  and 
effectiveness  of  integrated  biological-  psychosocial  and  cognitive  therapies 

o New  treatments  that  take  into  account  the  high  comorbidity  of  substance  abuse  in  bipolar  illness 
o Management  of  compliance  problems  during  long-term  treatment 

o Reanalysis  of  treatment  data  sets  to  look  for  gender-specif ic  or  ethnic  factors  in  treatment  and  outcome 
o Cost-benefit  and  cost-effectiveness  analyses  of  standard  and  alternative  treatment  and  rehabilitation  modalities 
o Service  needs  and  systems  of  care  for  patients  with  bipolar  illness  and  their  families,  including  studies  of  service 
models  which  coordinate  care  across  di f ferent  service  systems  (e.g. , social,  judicial , mental  health,  general  health 
service  systems) 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTION  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  cl inical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided.  The 
composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In  addition, 
gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate  for  the 
sc i ent i f i c objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4  of  the 
Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Appl i cants  are  urged  to  assess  careful ly  the  feasibi l i ty  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  ful  l array  of  Uni  ted  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  prevent i ve  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  appl ies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
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populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91),  available  from  most  institutional 
offices  of  sponsored  research  and  from  the  Grants  Management  Branch,  National  Institute  of  Mental  Health,  5600  Fishers 
Lane,  Room  7C-05,  Rockville,  MD  20857,  telephone  301/443-4414.  On  item  2a  of  the  application  face  page,  applicants  must 
enter  the  number  and  title  of  this  program  announcement  (PA-93-099:  Bipolar  Disorder:  Clinical,  Biological,  and 
Treatment  Research). 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center  for 
Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included  with  the  application. 

REVIEW  CONSIDERATIONS 

Applications  in  response  to  this  announcement  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review 
group  ( IRG)  composed  primarily  of  non-Federal  scientific  experts,  and  by  the  appropriate  National  Advisory  Council. 
Review  by  the  Council  may  be  based  on  policy  considerations  as  well  as  scientific  and  technical  merit.  By  law,  only 
applications  recommended  for  approval  by  Council  may  be  considered  for  funding.  Summaries  of  IRG  recommendations  are 
sent  to  applicants  as  soon  as  possible  following  completion  of  the  IRG  review. 

Review  Criteria 

Applications  will  be  judged  on  the  criteria  listed  below: 
o Scientific  significance  and  originality  of  proposed  research 

o Appropriateness  and  adequacy  of  the  design  and  methodology  proposed  to  carry  out  the  research 

o Qualifications  and  research  experience  of  the  Principal  Investigator  and  staff,  particularly  in  the  area  of  the 
proposed  research 

o Availability  of  resources  necessary  to  perform  the  research 
o Appropriateness  of  budget  estimates  for  the  proposed  research 
o Adequacy  of  procedures  for  the  protection  of  human  subjects  of  research 

o Conformance  of  the  application  to  NIH  policy  on  inclusion  of  women  and  minorities  in  study  populations 
AWARD  CRITERIA 

In  making  awards,  the  following  criteria  are  considered:  quality  of  application  as  determined  by  IRG  and  Council 
recommendations,  program  relevance,  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Mary  C.  Blehar,  Ph.D. 

Division  of  Clinical  and  Treatment  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  IOC-24 
Rockville,  MD  20857 
Telephone:  (301)  443-1636 

Direct  inquiries  regarding  fiscal  matters  to: 

Diana  S.  T runnel l 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-15 
Rockville,  MD  20857 
Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.242.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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••the  MAJU'  fG  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  JO  THE  DMSION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5 333  Westbaid  Avenue 
Bethesda,  MD  20816 

3 1496  00547  4229 
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NOTICES 

RECRUITMENT  OF  UNDERREPRESENTED  MINORITIES  INTO  INSTITUTIONAL  NATIONAL  RESEARCH  SERVICE  AUARD  PROGRAMS 


NIH  GUIDE.  Volume  22,  Number  25,  July  16,  1993 
P.T.  22,  44,  FF;  K.W.  0720005 
National  Institutes  of  Health 

The  purpose  of  this  notice  is  to  clarify  the  policy  and  to  update  previous  notices  about  the  recruitment  of 
underrepresented  minorities  into  institutional  National  Research  Service  Award  (NRSA)  (T32)  supported  research  training 
programs.  Previous  notices  related  to  this  requirement  have  appeared  in  the  NIH  Guide  for  Grants  and  Contracts  (Vol. 
18,  No.  20,  June  9,  1989  and  Vol.  15,  No.  4,  March  28,  1986).  Those  notices  announced  current  NIH  policy  which  requires 
all  competing  applications  for  NRSA  institutional  research  training  grants  to  contain  a plan  for  recruitment  of 
individuals  from  underrepresented  minority  groups  into  the  research  training  program. 

In  most  respects  the  policy  articulated  in  this  notice  remains  as  described  in  1989.  All  competing  applications  for 
institutional  research  training  grants  must  continue  to  include  a plan  to  recruit  individuals  from  underrepresented 
minority  groups  and  competing  renewal  applications  must  continue  to  report  accomplishments  in  recruiting  and  retaining 
individuals  from  underrepresented  groups  during  the  previous  award  period.  In  addition,  all  applications  will  continue 
to  be  examined  for  these  components  during  initial  review.  The  only  substantive  difference  is  that  review  procedures 
have  been  updated  to  permit  evaluation  of  recruitment  strategies  that  have  been  in  place  for  five  or  more  years  in 
compliance  with  the  NIH  requirement.  As  a consequence,  beginning  with  research  training  grant  applications  received 
for  the  September  10,  1993  receipt  date,  the  adequacy  of  the  recruitment  and  retention  efforts  and  the  success  in 
identifying  and  appointing  minority  trainees  during  the  previous  award  period  will  be  considered  by  a peer  review  panel. 

In  all  respects,  the  NIH  remains  strongly  committed  to  increasing  the  participation  of  individuals  from  underrepresented 
minority  groups  in  biomedical  and  behavioral  research.  Since  the  NRSA  research  training  grant  program  currently  supports 
approximately  14,000  predoctoral  and  postdoctoral  trainees  in  biomedical  and  behavioral  research,  this  program  is 
considered  an  ideal  mechanism  to  accomplish  these  goals.  At  the  present,  time  minority  groups  considered  to  be 
underrepresented  in  biomedical  and  behavioral  sciences  include:  Alaskan  Natives,  Blacks,  Hispanics,  Native  Americans, 
and  Pacific  Islanders. 
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This  policy  is  implemented  at  the  NIH  as  described  below: 
Administrative  Procedures 


As  announced  in  1989,  all  competing  applications  for  institutional  NRSA  research  training  grants  must  include  a plan 
to  recruit  minorities  and  renewal  applications  must  also  include  a report  on  the  recruitment  and  retention  record  during 
the  previous  award  period.  If  an  application  is  received  without  a plan,  or  without  a report  on  the  previous  award 
period,  the  application  will  be  considered  incomplete  and  will  not  be  reviewed  until  this  information  is  provided. 

During  initial  review,  reviewers  will  first  assign  a priority  score  for  the  overall  technical  and  educational  merit  of 
the  application.  Then,  one  or  more  assigned  reviewers  will  discuss  the  minority  recruitment  plan  and  any  record  of 
recruitment  and  retention  for  evaluation  by  the  review  panel.  The  recruitment  components  of  each  application  will  be 
judged  to  be  either  acceptable  or  unacceptable.  The  findings  of  the  review  panel  will  appear  in  an  administrative  note 
in  the  summary  statement  for  each  reviewed  application.  The  administrative  note  will  include  a description  of  the 
minority  recruitment  strategies  used  in  the  previous  award  period,  the  plans  for  the  next  award  period,  and  the 
achievements  of  the  training  program  in  recruiting  and  retaining  underrepresented  minority  trainees.  If  the  minority 
recruitment  section  of  the  application  is  judged  to  be  unacceptable,  funding  will  be  withheld  until  a revised  plan  that 
addresses  the  deficiencies  is  received.  Staff  within  the  awarding  component,  with  guidance  from  the  appropriate  national 
advisory  board  or  council,  will  determine  whether  or  not  amended  plans  and  reports  submitted  after  the  initial  review 
are  acceptable. 

Acceptable  Plans 

The  notice  that  appeared  in  the  NIH  Guide  for  Grants  and  Contracts  (Vol.  18,  No.  20,  June  9,  1989)  contained  a list  of 
strategies  that  might  be  used  to  facilitate  minority  recruitment.  For  example,  advertisements,  posters,  flyers,  visits 
to  minority  institutions,  the  development  of  cooperative  programs  with  minority  institutions,  interactions  with 
scientific  and  professional  societies,  appointment  of  minority  faculty  and  a variety  of  other  suggestions  were  offered. 
The  minority  recruitment  efforts  that  seem  to  be  most  successful  are  those  that  combine  a number  of  different  strategies 
tailored  to  the  needs  of  the  particular  training  program.  Reviewers  will  judge  the  acceptability  of  the  plan, 
considering  the  size  of  the  training  program,  the  geographic  location,  and  the  availability  of  minority  applicants. 
For  example,  more  aggressive  recruitment  efforts  may  be  required  in  programs  where  there  has  traditionally  been  a 
shortage  of  minority  applicants.  Although  institutional  efforts  to  increase  the  ethnic  diversity  are  important  and 
commendable,  they  will  not  be  accepted  as  substitutes  for  the  active  involvement  of  the  program  director  and  the 
participating  faculty  in  recruiting  underrepresented  minorities  into  specific  training  programs. 

To  help  locate  future  minority  trainees,  the  NIH  has  recently  published  a booklet  that  lists  the  names,  addresses,  and 
telephone  numbers  for  all  NRSA  research  training  program  directors,  including  directors  of  Minority  Access  to  Research 
Careers  (MARC)  Honors  Undergraduate  Research  Training  Grants.  The  booklet  also  contains  information  on  Principal 
Investigators  of  Minority  Biomedical  Research  Support  (MBRS)  research  grants.  This  resource  booklet  will  permit  training 
program  directors  to  make  contact  with  individuals  who  may  have  knowledge  of  minorities  interested  in  appointment  to 
a research  training  grant.  Booklets  can  be  obtained  by  writing  to  Dr.  Walter  Schaffer,  NIH  Research  Training  and 
Research  Resources  Office,  Building  31,  Room  5B44,  Bethesda,  MD  20892.  Underrepresented  minority  students  should,  of 
course,  be  recruited  from  all  institutions. 

Reports  of  Accomplishments 

Competing  renewal  applications  for  research  training  grants  must  include  a detailed  account  of  experiences  in  recruiting 
individuals  from  underrepresented  groups  during  the  previous  award  period  including  information  on  the  types  of 
recruitment  strategies  used  and  which  types  have  been  successful  or  unsuccessful.  Also,  the  report  should  provide 
information  on  the  racial/ethnic  distribution  of:  (a)  students  and  or  postdoctorates  in  the  department(s)  relevant  to 
the  training  grant,  (b)  individuals  who  applied  for  training,  (c)  individuals  who  were  offered  admission,  and  (d) 
individuals  who  were  appointed  to  the  research  training  grant.  For  those  trainees  who  were  appointed  to  the  grant,  the 
report  should  include  information  about  the  duration  of  training  and  whether  or  not  those  trainees  have  finished  training 
in  good  standing. 

Peer  reviewers  will  carefully  examine  and  evaluate  the  record  of  the  program  in  recruiting  and  retaining  underrepresented 
minority  trainees  during  the  previous  award  period.  They  will  also  consider  whether  or  not  the  experience  in  recruitment 
during  the  previous  award  period  has  been  incorporated  into  the  formulation  of  the  recruitment  plan  for  the  next  award 
period. 

Information  on  the  recruitment  and  retention  of  underrepresented  minority  trainees  appointed  during  the  previous  budget 
period  must  also  be  provided  in  progress  reports  included  in  non-competing  applications  for  all  institutional  research 
training  grants. 

NEW  PROPHET  SOFTWARE  AVAILABLE 


NIH  GUIDE.  Volume  22,  Number  25,  July  16,  1993 
P.T.  34;  K.W.  1004017,  1004005,  0710030,  0760053 
National  Center  for  Research  Resources 

The  Biomedical  Research  Technology  Program,  National  Center  for  Research  Resources  (NCRR),  is  now  making  available  a 
new  retease  of  its  low-cost  PROPHET  information  management,  analysis,  and  visualization  package.  With  a vastly  improved 
graphical  user  interface,  you  can  choose  commands  from  pull-down  menus,  provide  information  through  dialogue  boxes 
tailored  for  each  task,  and  readily  invoke  a variety  of  analysis  tools.  The  new  graphical  interface  is  a dynamic  window 
environment  with  full  color,  multiple  fonts,  and  multi -object  screen  management.  PROPHET  can  increase  research 
productivity  because  it  runs  on  powerful  networked  workstations,  and  its  graphical  interface  provides  easy  access  to 
the  system's  extensive  capabilities. 

The  PROPHET  software  package  is  fully  documented,  engineered,  and  supported  by  scientific  software  professionals. 
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PROPHET  offers  the  following  features  for  biomedical  scientists: 

o Spreadsheet-style  data  entry  and  organization 
o Clinical  study  data  management 
o Statistical  and  mathematical  modeling 

o Detailed  two-dimensional  graphs  (scatterplots,  histograms,  bargraphs,  and  boxplots) 
o Biological  simulation  and  modeling 
o Molecular  modeling  and  display 

o Nucleic  acid  and  protein  sequence  manipulation,  analysis,  and  display 
o Developing  custom  applications  via  a high-level  programming  language  and  debugger 
o Interfaces  to  Ingres,  SAS,  Genbank,  and  PIR  Protein  Sequence  Database 
o On-line  system  with  integrated  text  and  graphics 
o Hotline  and  electronic  mail  support 

Scientists  at  universities,  research  centers,  hospitals,  government  laboratories,  and  commercial  facilities  use  PROPHET 
in  many  disciplines  including: 

o Clinical  research 
o Molecular  Biology 
o Biochemistry 
o Chemistry 
o Immunology 
o Biology 
o Pharmacology 
o Microbiology 
o Physiology 
o Biomedical  Engineering 
o Epidemiology 
o Oncology 

PROPHET  is  currently  available  on  UNIX  and  ULTRIX  workstations  with  Motif,  OpenLook,  and  DECwindows  windowing  systems. 
These  workstations  include  Sun-4,  SPARCstat ion,  and  DECstation  5000.  Additional  ports  and  continuing  enhancements  are 
planned. 

INQUIRIES 

For  further  information,  contact: 

Dr.  Richard  DuBois 

Biomedical  Research  Technology  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  8A-15 
Bethesda,  MD  20892 
Telephone:  (301)  594-7934 


NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 

CLINICAL  EVALUATION  OF  PSYCHOTHERAPEUTIC  MEDICATIONS 

NIH  GUIDE.  Volume  22,  Number  25,  July  16,  1993 
RFP  AVAILABLE:  N I MH-OP-93-0007 
P.T.  34;  K.W.  0745060,  0740025,  0755015 
National  Institute  of  Mental  Health 

The  purpose  of  this  procurement  is  to  conduct  Phase  I and  Phase  II  clinical  trials  of  compounds  to  evaluate  their  utility 
as  new  and  effective  psychotherapeutic  medications.  The  contractor  must  have  the  capability  to  plan  the  clinical 
development  of  an  investigational  compound,  design  and  develop  protocol,  provide  clinical  trial  sites,  monitor  clinical 
studies  to  Good  Clinical  Practice  standards,  manage  data  acquisition,  and  prepare  quality  written  final  summary  reports 
in  support  of  a NDA  submission.  A twenty-eight  month  cost  reimbursement  type  contract  with  three  one-year  options  is 
anticipated.  This  announcement  appeared  in  the  Commerce  Business  Daily  April  29,  1993.  Persons  who  responded  to  the 
Commerce  Business  Daily  announcement  are  already  on  the  mailing  list  for  RFP  No.  NIMH-OP-93-0007  and  are  not  required 
to  respond  to  this  notice.  The  RFP  is  scheduled  for  issuance  on  or  about  July  1,  1993  and  will  close  approximately  60 
calendar  days  thereafter. 

INQUIRIES 

All  requests  must  be  made  in  writing  or  by  FAX  to: 

LouEllen  M.  Rice,  Contracting  Officer 

Contracts  Management  Branch 

Parklawn  Building,  Room  7C-18 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-2696 

FAX:  (301)  443-6885 

Telephone  requests  will  not  be  honored. 
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CORRELATES  OF  HIV  IfWUNE  PROTECTION  LABORATORY 


N I H GUIDE.  Volume  22,  Number  25,  July  16,  1993 
RFP  AVAILABLE:  N I AID-DAIDS-94- 12 
P.T . 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  NIH  has  a requirement  for  a Correlates  of  HIV  Immune 
Protection  Laboratory  that  will  provide  extensive,  coordinated,  in-depth  evaluation  of  the  immunology  and/or  virology 
of  recipients  of  acquired  immunodeficiency  syndrome  (AIDS)  vaccine(s)  who  are  not  protected  against  HIV-1.  Vaccinees 
or  subjects  in  natural  history  cohorts  who  are  apparently  exposed  to,  but  not  infected  by,  HIV  and  when  available,  their 
infected  partners,  also  will  be  included  in  these  extensive  evaluation  studies.  Control  subjects  will  include  infected 
placebo  recipients  and  uninfected  vaccine  responders  who  may  have  been  exposed  to  HIV  during  the  same  or  parallel  vaccine 
studies,  recent  seroconverters,  and  HIV-infected  subjects  with  evidence  of  prolonged  asymptomatic  periods  following 
infection  who  have  been  identified  in  natural  history  cohorts.  Therefore,  this  proposed  Contract  will  establish  the 
Correlates  of  HIV  Immune  Protection  Laboratory,  which  will  provide  extensive,  in-depth  evaluation  of  the  humoral  and 
cellular  immune  responses  of  vaccinee  and  cohort  study  subjects  and  controls.  In  addition,  from  infected  subjects,  this 
laboratory  will  isolate  and  characterize  the  genotype  and  both  the  serological  and  biological  phenotype  of  infecting 
HIV. 

This  contract  is  intended  to  support  the  NIAID  mission  of  development  and  clinical  testing  of  AIDS  vaccines.  It  is 
anticipated  that  a single  contract  will  be  awarded  to  carry  out  highly  coordinated  immunological,  virological,  and 
molecular  biological  assessments.  It  is  further  anticipated  that  a consortium  of  laboratories  with  the  distinct 
expertise  will  be  required  for  the  successful  completion  of  the  different  technical  tasks. 

This  is  an  announcement  for  an  anticipated  Request  for  Proposals  (RFP).  The  issuance  of  RFP  No.  NIH-NIAID-DAIDS-94-12 
will  be  on  or  about  August  15,  1993  and  proposals  will  be  due  by  the  close  of  business  on  November  15,  1993.  It  is 
anticipated  that  one  contract  will  be  awarded  to  carry  out  highly  coordinated  immunological,  virological,  and  molecular 
virological  assessments  as  a result  of  this  solicitation.  It  is  expected  that  the  contract  will  have  a five-year  period 
of  performance  and  a completion  type  cost-reimbursement  contract  is  anticipated. 

INQUIRIES 

Requests  for  the  RFP  are  to  be  directed  in  writing  to: 

Mr.  Lawrence  Butler 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
8ethesda,  MD  20892 

(use  Rockville,  Maryland  20852  for  overnight  mail  service) 

Please  provide  this  office  with  three  self-addressed  mailing  labels.  Telephone  inquiries  will  not  be  honored  and  all 
inquiries  must  be  in  writing.  A short-form  version  of  the  RFP  will  be  provided,  which  includes  the  Statement  of  Uork 
and  the  Evaluation  Criteria  to  be  used  for  selection  of  the  awardee.  All  proposals  from  responsible  sources  will  be 
considered  by  the  NIAID.  This  advertisement  does  not  commit  the  Government  to  award  a contract.  No  collect  calls  will 
be  accepted. 

DEVELOPMENTAL  RESEARCH  IN  NATIVE  PACIFIC  POPULATIONS 

NIH  GUIDE.  Volume  22,  Number  25,  July  16,  1993 
RFA  AVAILABLE:  CA-93-034 
P.T.  34,  FB;  K.W.  0715035,  0795003,  0745027 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  August  18,  1993 
Application  Receipt  Date:  October  20,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Cancer  Program  is  mandated  to  address  the  unique  cancer  prevention,  early  detection,  and  treatment  needs 
of  all  populations  within  the  U.S.  and  its  territories.  Therefore,  the  Special  Populations  Studies  Branch  (SPSS)  of 
the  Division  of  Cancer  Prevention  and  Control  (DCPC)  of  the  National  Cancer  Institute  (NCI)  invites  applications  from 
various  organizations  for  developmental  studies  that:  (1)  assess  cancer  control  need,  (2)  determine  barriers  to  cancer 
control,  and/or  (3)  validate  intervention  methods  and  assessment  instruments  in  native  Pacific  populations;  i.e., 
American  Samoans,  Guamanians  (Chamorros),  Palauians,  and  Northern  Marianians.  This  initiative  will  define  the  cancer 
prevention  and  control  needs  of  native  Pacific  populations  and  those  of  similar  ancestry  located  in  the  Pacific  as  well 
as  the  U.S.  mainland. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Developmental  Research  in 
Native  Pacific  Populations,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  Healthy 
People  2000  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000  (Summary  Report:  Stock  No.  017-001 -00473-1 ) 
through  the  Superintendent  of  Documents,  Government  Printing  Off  ice,  Washington,  DC  20402-9325  (telephone:  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  (including  U.S.  Territorial  possessions)  public  and  private,  for-profit  and 
non-profit  organizations  serving  native  Pacific  populations  such  as  universities,  public  health  departments,  voluntary 
organizations,  research  centers,  hospitals,  consortia  of  health  providers,  units  of  State  and  local  governments  and 
eligible  agencies  of  the  Federal  government.  Teams  of  applicants  are  encouraged.  Among  a team  of  applicants,  one 
institution  must  be  proposed  as  the  lead  institution  to  serve  as  the  applicant  and  to  assume  responsibility  for  the 
conduct  and  administration  of  the  project.  Note  that  awards  will  not  be  made  to  foreign  institutions  and  that 
applications  from  domestic  organizations  may  not  include  international  components. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  RFA  will  be  the  National  Institutes  of  Health  (NIH)  research  project  grant  (R01). 
Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  research  will  be  solely  that  of  the  applicant. 
In  addition  to  the  requirements  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in 
the  Public  Health  Service  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50,000,  revised  October  1,  1991.  This 
RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator-initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures.  It  is  anticipated 
that  four  awards  will  be  made  at  approximately  $300,000  total  costs  per  year. 

FUNDS  AVAILABLE 

Approximately  $1.2  million  in  total  costs  per  year  for  three  years  will  be  set-aside  to  specifically  fund  applications 
that  are  submitted  in  response  to  this  RFA.  It  is  anticipated  that  up  to  four  awards  will  be  made.  The  total  project 
period  of  these  awards  may  not  exceed  three  years.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient 
number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the 
NCI,  the  award  of  a grant  pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Studies  conducted  under  this  RFA  will  seek  to  define  cancer  prevention  and  control  needs/services  of  the  native  Pacific 
population  segments  (Phase  I).  Studies  to  test  ways  in  which  existing  intervention  methods  can  be  used  or  adapted  for 
the  target  populations  (Phase  II);  or  studies  of  new  methods  designed  to  be  sensitive  to  the  needs  of  the  target 
populations  (Phase  II);  or  methodologic  research  on  validation  of  assessment  instruments  in  target  populations  (Phase 
II)  are  eligible  for  consideration  under  the  RFA.  This  "developmental  cancer  control  research"  (Phase  I and  Phase  II) 
is  absolutely  essential  to  future  development  of  cancer  prevention  and  control  research  for  native  Pacific  populations. 

The  following  definitions  apply  for  this  RFA: 

Cancer  Control  --  Cancer  control  is  defined  as  the  reduction  of  cancer  incidence,  morbidity,  and  mortality  through  an 
orderly  sequence  from  research  on  interventions  and  their  impact  in  defined  populations  to  the  broad,  systematic 
application  of  the  research  results. 

Phases  of  Cancer  Control  --  Cancer  control  research  studies  are  classified  in  the  five  phases  that  represent  the  orderly 
progression  noted  in  the  above  definition:  (I)  Hypothesis  development;  (II)  Intervention  methods  development  and 
testing;  (III)  Control  led  i nter  vent  ion  trials  to  establish  cause  and  effect  re  l at  i onships;  (IV)  Research  in  defined  human 
populations;  and  (V)  Demonstration  and  implementation  studies. 

The  research  of  interest  in  this  RFA  falls  into  either  Phase  I or  Phase  II  studies.  Hypothesis  development  (Phase  I) 
studies  should  focus  on  the  assessment  of  cancer  prevention  and  control  needs  in  communities  or  organizations  within 
native  Pacific  populations  or  studies  that  identify  barriers  to  cancer  prevention  and  control  within  these  indigenous 
populations.  Methods  development  and  testing  studies.  Phase  II,  should  focus  on:  (1)  validating  the  use  of  existing 
intervention  methods  (e.g.,  dietary  modification,  health  services,  tobacco  cessation)  applied  in  the  target  populations 
described  above;  (2)  developing  and  pilot  testing  unique  methods  that  are  sensitive  to  the  needs  of  the  target 
populations  described  above;  or  (3)  developing  and  validating  assessment  instruments  to  measure  the  cancer  control 
related  needs  of  the  target  populations  or  for  use  in  evaluating  the  effectiveness  of  intervention  methods  in  the  target 
populations. 

STUDY  POPULATIONS 

The  targeted  population  of  this  RFA  is  the  native  Pacific  populations 
Pacific  as  well  as  the  U.S.  mainland;  i.e.,  American  Samoans,  Guamanians 
Applicants  responding  to  this  RFA  are  expected  to  successfully  access 
decrease  cancer  incidence  and  mortality,  increase  cancer  survival,  and 
stages. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 


and  those  of  similar  ancestry  located  in  the 
(Chamorros),  Palauians,  and  North  Marianians. 
a significant  portion  of  this  population  to 
increase  the  diagnosis  of  cancers  at  earlier 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  August  18,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research;  the  name,  address,  and  telephone  number  of  the  Principal  Investigator  (PI);  the  identity  of 
other  key  personnel  and  participating  institutions;  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the 
review  of  a subsequent  application,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of 
applications.  It  allows  NCI  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest 
in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  George  A.  Alexander  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  tc  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  These  forms  are  available  at  most 
institutional  offices  of  sponsored  research  and  the  Office  of  Grants  Information  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 
Applications  must  be  received  by  October  20,  1993. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  (initially)  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for  responsiveness 
to  the  RFA  is  an  NCI  program  staff  function.  If  an  application  is  judged  to  be  non- responsive,  the  applicant  will  be 
contacted  and  given  an  opportunity  to  withdraw  the  application  or  to  have  it  considered  with  other  unsolicited 
applications  received  by  NIH  in  the  next  review  cycle.  Questions  concerning  responsiveness  to  the  RFA  may  be  directed 
to  NCI  program  staff  identified  under  INQUIRIES.  Those  applications  that  are  complete  and  responsive  will  be  initially 
evaluated  in  accordance  with  the  review  criteria  stated  within  the  RFA  for  scientific/technical  merit  by  an  ad  hoc  review 
committee  convened  by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  of  review  will  be  provided  by  the 
National  Cancer  Advisory  Board. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome.  Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

George  A.  Alexander,  M.D. 

Division  of  Cancer  Prevention  and  Control 

National  Cancer  Institute 

Executive  Plaza  North,  Room  240 

6130  Executive  Boulevard 

Bethesda,  MD  20892-4200 

Telephone:  (301)  496-8589 

FAX:  (301)  496-8675 

Direct  inquiries  regarding  fiscal  issues  to: 

Crystal  Elliott 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  243 

6130  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800  Ext.  19 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399,  Cancer  Control  Science  Program. 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A.  (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45 
CFR  part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 

MEDICAL  TREATMENT  EFFECTIVENESS  RESEARCH  --  PORT-IIs 

NIH  GUIDE.  Volume  22,  Number  25,  July  16,  1993 
RFA  AVAILABLE:  HS-94-002 

P.T.  34;  K.W.  0745027,  0745035,  0745070,  0730050,  0408006 

Agency  for  Health  Care  Policy  and  Research 

Letter  of  Intent  Receipt  Date:  October  1,  1993 
Application  Receipt  Date:  November  16,  1993 

THE  REQUEST  FOR  APPLICATION  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

This  announcement  solicits  applications  to  conduct  innovative  and  timely  research  that  will  provide  convincing  evidence 
for  or  against  the  effectiveness  and  cost  effectiveness  of  alternative  clinical  interventions  for  the  prevention, 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  25  - July  16,  1993 

6 


diagnosis,  treatment,  and  management  of  common  clinical  conditions.  The  Agency  for  Health  Care  Policy  and  Research 
( AHCPR ) developed  this  solicitation  as  part  of  the  Medical  Treatment  Effectiveness  Program  (MEDTEP).  These  awards  will 
constitute  a new  generation  of  MEDTEP  research  and  an  extension  of  work  carried  out  by  AHCPR's  Patient  Outcomes  Research 
Teams  (PORTs).  The  new  projects,  called  PORT- II s,  will  have  the  potential  to  make  substantial  contributions  to  the 
improvement  of  health  outcomes.  Their  results  will  be  relevant  to  patients,  health  care  providers,  and  policymakers. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  The  AHCPR  urges  applicants  to  submit 
grant  applications  with  relevance  to  the  specific  objectives  of  this  initiative.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001 -004374-1)  through 
the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  non-profit  organizations,  public  and  private,  including 
universities,  clinics,  units  of  State  and  local  governments,  non-profit  firms,  and  non-profit  foundations.  Applications 
from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  research  project  grant  (ROD  mechanism.  Responsibility  for  the  planning,  direction,  and  execution 
of  the  proposed  project  will  be  solely  that  of  the  applicant.  This  RFA  is  a one-time  solicitation.  The  total  requested 
project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  five  years.  While  grants  under  this 
solicitation  may  vary  in  cost,  most  individual  projects  are  expected  to  request  less  than  $1  million  total  direct  costs 
per  year.  The  earliest  possible  award  date  will  be  July  1,  1994.  Annual  progress  reviews  by  AHCPR  and  the  availability 
of  funds  will  determine  the  continuation  of  grants  up  to  the  five  year  limit. 

FUNDS  AVAILABLE 

The  AHCPR  expects  to  award  up  to  $7  million  in  Fiscal  Year  1994  to  support  the  first  year  of  5 to  10  studies.  The  number 
of  awards  will  be  contingent  on  the  availability  of  funds  and  the  quality  of  the  applications. 

RESEARCH  OBJECTIVES 

Background  and  Conceptual  Framework.  Since  1989,  AHCPR  has  made  a major  investment  and  major  advances  in  medical 
effectiveness/patient  outcomes  research,  especially  through  the  set  of  special,  multi-faceted  projects  known  as  Patient 
Outcomes  Research  Teams  (PORTs).  This  RFA  announces  the  second  generation  of  special  projects,  PORT- 1 Is,  a pragmatic 
program  that  continues  to  put  the  patient  foremost  and  to  emphasize  the  policy  significance  of  understanding  what  health 
care  is  most  effective. 

PORT- 1 1 s will  focus  on  the  establishment  of  direct  linkages  between  practice  and  outcomes  and  on  research  methods  that 
facilitate  direct  comparisons  of  alternative  clinical  strategies.  They  should  start  with  carefully  formulated  research 
questions  and  employ  research  strategies  tailored  to  the  selected  condition  and  the  population  at  risk  in  order  to 
ascertain  convincingly  and  efficiently  which  clinical  strategies  lead  to  the  desired  outcomes. 

The  AHCPR's  Medical  Treatment  Effectiveness  Program  is  concerned  with  enhancing  the  effectiveness,  cost  effectiveness, 
and  appropriateness  of  health  care.  "Effectiveness,"  as  distinct  from  "efficacy,"  refers  to  the  outcomes  experienced 
by  or  observed  in  patients  in  routine  clinical  practice.  MEDTEP  studies  take  into  account  the  many  clinical  and 
non-clinical  variables  that  influence  practice  and  outcomes.  This  includes  characteristics  of  patients,  clinicians, 
the  health  care  system,  and  the  social  environment.  The  ability  to  generalize  findings  to  health  care  as  it  is  typically 
received  and  practiced  in  the  community  is  emphasized. 

Typical  "efficacy"  studies,  because  their  results  have  limited  general i zabi l i ty,  are  not  responsive  to  this  RFA.  The 
RFA  does,  however,  include  clinical  trials  that  are  designed  to  answer  effectiveness  questions,  i.e.,  questions  about 
outcomes  in  persons  who  are  representative  of  those  with  the  condition  that  is  being  studied. 

In  assessing  effectiveness,  cost  effectiveness,  and  appropriateness,  investigators  are  encouraged  to  measure  outcomes 
that  emphasize  the  patient's  perspective  and  to  consider  how  patient  preferences  influence  evaluations  of  the  outcomes. 

SPECIAL  REQUIREMENTS 

Topic  Selection.  This  RFA  accommodates  an  extremely  wide  range  of  clinical  subjects.  Greater  importance  will  be  placed 
on  questions  with  significant  potential  to  improve  outcomes  and/or  decrease  costs.  The  formulation  of  the  problem  should 
reflect  understanding  of  the  issues  regarding  clinical  decisionmaking  and  the  translation  of  findings  into  clinical 
practice.  The  important  questions  about  outcomes  should  be  answerable  within  the  proposed  grant  period. 

Most  PORT- 1 1 studies  will  focus  on  a particular  condition  or  technology.  This  includes  conditions  and  technologies  that 
are  significant  in  the  Medicare  population,  adults  under  age  65,  children,  or  adolescents.  It  includes  well-defined 
diseases  as  well  as  symptoms  and  conditions  (e.g.,  headache,  fatigue,  obesity).  While  acute  or  chronic  conditions  may 
be  selected,  the  AHCPR  is  especially  interested  in  studies  of  chronic  problems  and  those  treated  in  ambulatory  settings. 
The  selected  condition  must  have  all  of  the  following  characteristics:  high  incidence  or  prevalence  in  the  general 
population  or  in  major  population  subgroups;  controversy  or  open  questions  over  the  effectiveness  and  relative 
effectiveness  of  available  clinical  strategies;  and  high  costs. 

PORT-IIs  are  expected  to  compare  two  or  more  distinctly  different  clinical  approaches  to  the  prevention,  diagnosis, 
treatment,  management,  or  rehabilitation  of  common  clinical  conditions,  e.g.,  comparisons  of  medical  vs.  surgical 
treatment,  psychotherapy  vs.  pharmacotherapy;  and  care  prescribed  or  provided  by  different  kinds  of  health  care 
professionals. 
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Methods.  Investigators  are  encouraged  to  design  new  research  strategies,  to  use  new  combinations  of  methods,  or  to 
tailor  existing  methods  to  their  research  question(s)  so  that  convincing  evidence  will  be  obtained  for,  or  against,  the 
effectiveness  of  alternative  clinical  interventions.  Research  methods  that  can  be  employed  include,  but  are  not  limited 
to,  quasi -experimental  designs,  case-control  studies,  cohort  studies,  effectiveness  trials,  meta-analyses, 
cost-effectiveness  analyses,  decision  modeling,  and  combinations  of  these.  Sources  of  data  can  include:  new, 
established,  or  adapted  surveys  of  patients  and  providers;  clinical  registries;  and  clinical  records  from  practice-based 
networks,  health  maintenance  organizations,  and  other  health  care  providers. 

Project  Organization.  To  adequately  address  the  clinical  and  non-clinical  dimensions  of  effectiveness  questions,  most 
studies  will  require  multidisciplinary  research  teams.  It  is  expected  that  the  team  include  at  least  one  individual 
who  is  actively  involved  in  the  type(s)  of  patient  care  central  to  the  study  and  who  contributes  understanding  of  how 
and  why  clinical  decisions  are  made  in  routine  clinical  practice. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  requires  applicants  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of 
benefit  to  all  persons.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  research,  a clear  and 
compelling  rationale  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  1,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  names,  addresses  (including  institutions),  and  telephone  numbers  of  the  Principal 
Investigator  and  other  key  personnel,  and  the  number  and  title  of  this  RFA.  Although  a letter  of  intent  is  not  required, 
is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  allows 
AHCPR  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  The 
letter  of  intent  is  to  be  sent  to  Dr.  Richard  Greene  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  RFA  contains  important  information  for  applicants  and  may  be  obtained  from  Dr.  Richard  Greene  at  the  address  listed 
under  INQUIRIES.  The  application  receipt  date  is  November  16,  1993.  The  research  grant  application  form  PHS  398  (rev. 
9/91)  is  to  be  used.  This  form  is  available  at  most  institutional  offices  of  sponsored  research  and  the  Office  of  Grant 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301-594-7248. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  initially  by  the  Division  of  Research  Grants,  NIH,  for  completeness  and  by  AHCPR  program 
staff  for  responsiveness  to  the  RFA.  Incomplete  and  unresponsive  applications  will  be  returned  to  applicants  without 
further  consideration.  Applications  will  be  evaluated  in  accordance  with  the  criteria  stated  in  the  RFA  for  scientific/ 
technical  merit  by  an  appropriate  AHCPR  peer  review  group.  Review  considerations  and  special  review  criteria  are  listed 
in  the  RFA. 

INQUIRIES 

Requests  for  the  RFA,  inquiries  regarding  programmatic  issues,  and  the  letter  of  intent  may  be  addressed  to: 

Richard  Greene,  M.D.,  Ph.D. 

Director,  Center  for  Medical  Effectiveness  Research 
Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street 
Rockville,  MD  20852 

Telephone:  (301)  227-8485  (through  July  31,  1993)  or  (301)  594-1485  (effective  August  1,  1993) 

Direct  inquiries  regarding  fiscal  matters  to: 

Ralph  L.  SI  oat 

Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street 
Rockville,  MD  20852 

Telephone:  (301)  227-8447  (through  July  31,  1993)  or  (301)  594-1447  (effective  August  1,  1993) 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.180.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IX,  as  amended  by  Public  Laws  101-239  and  102-410,  (42  U.S.C.  299-299c-6)  and 
Section  1142  of  the  Social  Security  Act  (42  U.S.C.  1 320b- 12).  Awards  are  administered  under  the  PHS  Grants  Policy 
Statement;  and  Federal  Regulations  42  CFR  Part  67,  Subpart  A,  and  45  CFR  Part  74  (45  CFR  Part  92  for  State  and  local 
governments).  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372. 
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RFA  AVAILABLE:  ES-93-002 

P.T.  34;  K.W.  0725010,  0502017,  0503016 

National  Institute  of  Environmental  Health  Sciences 

Letter  of  Iritent  Receipt  Date:  September  20,  1993 
Application  Receipt  Date:  November  24,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  THE  INQUIRIES,  BELOU. 

PURPOSE 

Human  health  and  human  disease  result  from  three  interactive  elements:  environmental  factors,  genetic  susceptibility, 
and  age.  The  mission  of  the  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  is  to  reduce  the  burden  of  human 
illness  and  dysfunction  from  environmental  causes  by  further  understanding  each  of  these  elements  and  how  they 
interrelate.  The  NIEHS  achieves  its  mission  through  a multidisciplinary  biomedical  research  program,  prevention  and 
intervention  efforts,  and  a communication  strategy  that  encompasses  training,  education,  technology  transfer,  and 
community  outreach.  The  ultimate  goal  of  NIEHS  activities  is  to  define  and  understand  the  mechanism  of  action  of 
environmental  agents  on  human  health  and  to  transfer  this  knowledge  to  the  public  benefit. 

This  RFA  is  for  the  development  of  educational  materials  that  teach  basic  biologic  concepts  in  grades  K-12  using 
environmental  health  sciences  issues.  The  intent  of  this  announcement  is  to  promote  the  development  of  instructional 
materials  that  will  increase  students'  comprehension  of  basic  science  concepts  and  will  also  enhance  students' 
understanding  and  interest  in  environmental  health  sciences. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Environmental  Health  Sciences 
Education,  is  related  to  the  priority  area  of  environmental  health.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report : Stock  No.  01 7-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report : Stock  No. 01 7- 001 -00473-1 ) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Organizations  with  a scientific  or  educational  mission  are  eligible  to  submit  applications.  Such  groups  include  colleges 
and  universities;  state  and  local  education  agencies;  professional  societies;  museums;  research  laboratories;  media 
producers;  private  foundations  and  industries;  and  other  public  and  private  education-related  organizations,  for-profit 
and  non-profit.  Applicants  are  strongly  encouraged  to  form  consortia  entailing  active  participation  by  more  than  one 
of  these  groups.  Applicants  must  include  teachers  or  other  school  personnel  in  the  planning  and  evaluation  of 
materials/activities.  Only  applications  that  include  research  scientists,  technical  writers,  and  educators  will  be 
considered  responsive  to  this  RFA. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  Education  Project  Grant  (R25).  The  project  period  for 
applications  may  not  exceed  three  years,  and  projects  are  not  renewable. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  the  entire  program  is  anticipated  to  be 
$500,000.  The  maximum  award  will  be  $100,000  in  direct  costs  per  year.  Indirect  costs  will  be  paid  at  eight  percent 
of  direct  costs  less  appropriate  exclusions.  It  is  expected  that 
four  to  six  awards  will  be  made. 

Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIEHS,  awards  pursuant  to  this  RFA  are  contingent 
upon  the  availability  of  funds  for  this  purpose. 

EDUCATION  OBJECTIVES 

This  RFA  is  for  the  development  of  environmental  health  sciences  education  materials  for  three  major  divisions  of 
students,  K-4th,  5th-8th,  and  9th-12th  grades.  This  RFA  will  support  grants  for  support  of  groups  of  scientists, 
technical  writers,  and  educators  to  develop  materials  for  students  in  any  or  all  of  the  grade  groups  that  will  improve 
understanding  and  interest  in  environmental  health  sciences.  It  is  essential  that  this  be  a collaboration  between 
scientists  who  are  familiar  with  environmental  heatth  sciences  issues,  technical  writers  who  are  knowledgeable  about 
health  issues,  and  educators  who  are  familiar  with  teaching  these  grade  levels.  The  ultimate  goal  of  these  activities 
is  to  foster  environmental  health  sciences  education  and  to  improve  the  understanding  of  the  implications  of 
environmental  health  sciences  for  these  student  groups. 

It  is  important  to  note  that  proposed  projects  should  focus  on  the  interrelationship  between  environmental  factors  and 
human  health.  Programs  addressing  only  ecology  or  only  health  and  biology  will  be  considered  unresponsive.  The 
objective  of  this  program  is  to  teach  or  demonstrate  a basic  science  concept  or  element  by  exploring  the  relationship 
between  a biological  process  and  an  environmental  factor. 

The  NIEHS  recognizes  that  teachers  must  be  prepared  to  use  the  materials  developed  through  this  RFA.  Therefore,  the 
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applicant  must  include  a plan  for  the  dissemination  and  demonstration  of  the  materials  developed  at  appropriate  meetings, 
such  as  the  National  Science  Teachers  Association  national  meeting  or  other  comparable  meeting. 

The  application  should  include  a plan  for  the  national  distribution  of  the  materials  developed  under  this  program. 
Although  it  may  be  necessary  to  validate  the  materials  locally  or  regionally,  applications  that  are  not  targeted  to  the 
national  student  population  will  be  considered  unresponsive. 

Because  the  NIEHS  believes  there  should  be  a thematic  approach  to  EHS  issues  throughout  the  three  groups,  applications 
should  address  the  development  of  materials  on  an  issue  that  could  be  infused  sequentially  into  the  science  curriculum 
of  the  three  groups.  The  intent  of  this  RFA  is  for  the  development  of  a sequence  of  materials  in  which  the  student  is 
introduced  at  the  K-4  level  to  a basic  science  concept  using  an  environmental  health  sciences  topic.  Subsequently,  the 
student  would  be  reintroduced  in  the  5-8  and  9-12  grades  to  the  same  science  element,  but  there  would  be  more  depth  in 
the  material.  This  spaced  learning  approach  has  been  demonstrated  to  be  successful.  Applicants  must  take  into  account 
the  developing  National  Science  Standards,  and  specifically  address  how  the  materials  will  be  infused  into  the  curriculum 
of  the  target  populations. 

Applications  submitted  under  this  RFA  should  focus  on  basic  biology  elements  and  use  environmental  health  sciences  topics 
to  teach  such  elements. 

Specific  examples  of  the  types  of  activities  that  may  be  proposed  include,  but  are  not  limited  to: 

o Developing  innovative  materials,  techniques,  and/or  curriculum  materials  for  environmental  health  sciences  areas. 
The  applicant  should  address  in  the  application  how  these  materials  will  be  infused  into  the  curriculum,  how  the 
materials  will  be  tested  and  evaluated,  and  the  number  of  students  to  be  impacted  after  the  materials  are  completed. 

o Preparation  and/or  presentation  of  materials  or  media  programs  for  environmental  health  sciences  education.  Projects 
will  not  be  supported,  however,  that  are  for  stand-alone  media  activities.  These  must  be  tied  to  a program  to  infuse 
these  materials  into  an  existing  curriculum.  The  development  of  articles  for  magazines  used  in  biology,  general  science, 
chemistry  or  other  publications  used  in  the  three  grade  groups  will  be  considered  responsive  to  the  program. 

Specific  examples  of  instructional  topics/units  that  may  be  used  to  demonstrate  basic  biological  principles  are  included 
in  the  RFA,  and  applicants  should  carefully  read  them. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  September  20,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NIEHS 
staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Michael  J.  Galvin,  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  This  form  is 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  checklist  and  three  signed  photocopies  in  one 
package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Dr.  Allen  Dearry 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
104  T.W.  Alexander  Drive 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 

Applications  must  be  received  by  November  24,  1993. 

REVIEW  CONSIDERATIONS 

Applications  will  be  administratively  reviewed  for  completeness  and  responsiveness  to  this  RFA.  Applications  may  be 
triaged  on  the  basis  of  relative  competitiveness.  Those  applications  judged  to  be  competitive  will  undergo  further  merit 
review.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Environmental  Health  Sciences  Council. 

Potential  applicants  are  strongly  encouraged  to  consider  carefully  the  specific  review  criteria  listed  in  the  RFA  before 
submitting  an  application  or  contacting  staff. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  25  - July  16,  1993 

10 


INQUIRIES 


The  NIEHS  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants,  therefore,  written  and 
telephone  inquiries  concerning  this  RFA  are  encouraged.  However,  potential  applicants  are  expected  to  have  reviewed 
the  material  in  the  RFA  before  contacting  the  NIEHS. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  intent  to: 

Michael  J.  Galvin,  Jr.,  Ph.D. 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7825 
FAX:  (919)  541-2843 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  David  L.  Mineo 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.113  and  93.115.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158, 
43  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 


3 1496  00552  1458 
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NOTICES 


RESOURCES  AVAILABLE  FOR  CONDUCTING  RESEARCH  ON  AGING  1 

National  Institute  on  Aging 
INDEX:  AGING 

GENETICS  AND  PHYSIOLOGY  OF  HUMAN  OOCYTES  (RFA  HD-93-004)  3 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

POLICY  REGARDING  EVALUATION  OF  CLINICAL  PRACTICE  GUIDELINES  3 

Agency  for  Health  Care  Policy  and  Research 
INDEX:  HEALTH  CARE  POLICY 


NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 


MASTER  AGREEMENT  CONTRACT  FOR  HIV  PRECL1NICAL  VACCINE  DEVELOPMENT  (RFP  NIAID-DAIDS-94-20)  4 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

REHABILITATION  AND  PSYCHOSOCIAL  RESEARCH  IN  YOUNGER  UOMEN  WITH  BREAST  CANCER  (RFA  CA/HD-93-033)  5 

National  Cancer  Institute 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CANCER;  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

CANCER  PAIN  MANAGEMENT  IN  THE  OUTPATIENT  SETTING  (RFA  CA-93-035)  7 

National  Cancer  Institute 
INDEX:  CANCER 


ONGOING  PROGRAM  ANNOUNCEMENT S 

RESEARCH  INVOLVING  HUMAN  IN  VITRO  FERTILIZATION  (PA-93-101)  8 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

ERRATUM 

DRUG  USE  AND  ABUSE  IN  MINORITY  AND  UNDERSERVED  POPULATIONS  (PA-93-046)  11 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 


This  publication  is  available  electronically  to  institutions  via  BTTNEJ  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES 


RESOURCES  AVAILABLE  FOR  CONDUCTING  RESEARCH  ON  AGING 

NIH  GUIDE.  Volume  22,  Number  26,  July  23,  1993 
P.T.  34;  K.U.  0710010,  0780000,  1002002,  0780015 
National  Institute  on  Aging 

The  National  Institute  on  Aging  (NIA),  recognizing  that  most  investigators  have  neither  the  facilities  nor  the  fiscal 
resources  needed  to  develop  and  maintain  colonies  of  aged  animals,  has  made  provision  of  resources  one  of  its  highest 
priorities.  The  availability  of  high  quality  material  for  conducting  research  on  aging  continues  to  be  a priority  area 
for  NIA,  with  current  resources  spanning  a broad  spectrum,  including  a cell  bank,  a nematode  bank,  rodent  colonies,  and 
nonhuman  primate  colonies. 

Calorical ly-restricted  rodents 

With  this  notice,  the  NIA  announces  the  availability  of  a new  resource,  a colony  of  calorical ly-restricted  rodents  for 
the  conduct  of  research  on  aging.  The  NIA  has  had  a colony  of  calorical ly-restricted  rodents  for  several  years;  however, 
these  animals  were  available  only  to  investigators  engaged  on  the  Biomarkers  Project.  Animals  are  now  available  to 
investigators  outside  of  the  Biomarker  Project.  The  colony  includes  three  rat  genotypes  (F344NNia,  BN/BiRi jNia,  and 
F344  x BNFlNia)  and  three  mouse  genotypes  (C57BL6NNia,  DBA/2NNia  and  B6D2FlNia).  These  animals  are  maintained  under 
conditions  similar  to  our  other  colonies  except  that  they  are  individually  caged,  and  each  calorical ly-restricted  animal 
has  a matching  ad  libitum-fed  control.  Distribution  of  these  animals  will  be  as  pairs,  i.e.,  caloric-restricted  and 
ad  libitum  control . 

Mice 

In  addition  to  this  new  resource,  specific  pathogen-free  rodent  resources  currently  available  from  NIA  include  three 
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rat  and  eight  mouse  genotypes  that  are  raised  in  barrier  facilities  and  range  in  age  from  1 to  42  months.  Mouse 
genotypes  currently  available  are  the  inbred  strains  BALB/c,  CBA/Ca,  C57BL/6  and  DBA/2;  hybrid  stocks  of  B6C3F1  (C57BL/6 
x C3H),  B6D2F1  (C57BL/6  x DBA),  and  CB6F1  (BALB/c  x C57BL/6);  and  an  outbred  stock  of  Swiss  Uebster. 

Inbred  and  hybrid  mice  in  the  NIA  colony  were  derived  from  N I H pedigreed  breeding  stock  in  1974  and  for  many  years  were 
maintained  as  closed  inbred  colonies.  As  mutations  occur  in  both  the  NIA  colony  and  the  NIH  breeding  colonies,  the  NIA 
and  NIH  genotypes  would  undoubtedly  drift  apart.  To  minimize  this  potential  drift  the  NIA  initiated  in  1983  a policy 
of  rederivation  from  pedigreed  stock  every  six  years.  Because  of  limited  numbers  of  breeding  pairs  from  NIH,  and 
recognizing  that  many  investigators  use  mice  from  the  Jackson  Laboratory,  the  rederivation  of  NIA  mice  that  occurred 
in  1989  used  breeding  stock  from  the  Jackson  Laboratory  rather  than  from  NIH.  Therefore,  the  mouse  genotypes  listed 
above  are  currently  available  from  either  NIH  progenitor  origin  or  Jackson  Laboratory  progenitor  origin.  The  last 
animals  of  NIH  origin  were  entered  into  the  NIA  colony  in  March  1993,  and  when  the  supply  of  these  mice  is  exhausted, 
only  mice  of  Jackson  Laboratory  origin  will  be  available. 

Rats 

The  rat  genotypes  currently  available  are  the  inbred  strains  of  Fischer  344  (F344NNia)  and  Brown  Norway  (BN/BiRi jNia) 
and  the  hybrid  stock  F344  x BN F 1 (F344NNia  x BN/BiRi jNia).  The  F344  is  of  NIH  origin,  and  the  BN  of  REP  Institutes  TNO, 
Rijswijk,  The  Netherlands  origin. 

All  rodents  are  regularly  monitored  for  genetic  purity  and  health  status.  Animals  are  housed  at  contractor  facilities 
behind  specific  pathogen  barriers,  maintained  at  70x  F,  plus  or  minus  2 degrees,  and  are  fed  NIH  31  diet  (ad  libitum). 
Cage  position  on  cage  racks  are  routinely  rotated  to  prevent  retinal  degeneration  from  lighting.  Ad  libitum  access  to 
acidified,  chlorinated  drinking  water  is  provided.  A health  monitoring  report  for  the  room  in  which  animals  are  raised 
accompanies  each  shipment  of  animals.  These  colonies  have  been  developed  to  facilitate  research  on  aging;  therefore, 
holders  of  NIA  grants  always  receive  priority  in  access  to  animals. 

Non-human  primates 

The  NIA  maintains  approximately  300  nonhuman  primates  (M.  mulatta)  at  four  regional  primate  centers  for  conducting 
research  on  aging.  These  animals  are  in  an  approximate  age  range  of  18  to  35  years.  Animals  are  available  for  both 
noninvasive  and  invasive  research  studies.  Some  animals  are  maintained  in  group  housing  while  others  are  individually 
caged. 

For  information  on  any  of  the  above  resources  contact: 

Office  of  Biological  Resource  Development 
National  Institute  on  Aging 
Gateway  Building,  Suite  2C231 
Bethesda,  MD  20892 
Telephone:  (301)  496-0181 

Cell  cultures 

The  NIA,  under  contract,  operates  the  Aging  Cell  Culture  Repository.  The  purpose  of  this  repository  is  to  acquire, 
develop  and  characterize,  store,  and  supply  cell  cultures  for  gerontological  research.  Currently,  this  repository 
contains  over  900  cell  cultures  available  for  research  on  aging.  Included  are  over  200  skin  fibroblast  cultures  from 
healthy  individuals  of  various  ages  who  are  participating  in  the  Baltimore  Longitudinal  Study  on  Aging  at  the  Gerontology 
Research  Center;  skin  fibroblast  cultures  from  individuals  with  premature  aging  syndromes,  including  Werner,  Hutch inson- 
Guilford  (progeria),  cultures  from  clinically  documented  and  at-risk  individuals,  as  well  as  entire  families  exhibiting 
familial  Alzheimer  disease.  Human  endothelial  cell  cultures  as  well  as  mammary  epithelial  cell  cultures  are  also 
available.  Also  available  are  human  fibroblasts  from  female  (IMR-90)  and  male  ( I MR -91  and  MRC-5)  fetal  lung  tissues 
and  UI-38  female  diploid  lung  cells  available  at  early,  middle,  and  late  population  doubling  levels.  Cultures  of  animal 
origin  include  skin  fibroblasts  from  a variety  of  species  of  nonhuman  primates;  and  many  differentiated  cell  cultures 
derived  from  bovine,  equine,  canine  and  porcine  origin.  For  additional  information  about  the  Repository,  including 
catalog  requests,  availability  and  cost  of  cultures,  contact: 

Richard  Mulivor,  Ph.D. 

Coriell  Institute  for  Medical  Research 
401  Haddon  Avenue 
Camden,  NJ  08103 
Telephone:  800/752-3805 

Nematodes 

As  a part  of  an  overall  NIA  strategy  to  foster  quality  research  through  support  of  quality  model  resources,  the  NIA  in 
collaboration  with  the  National  Center  for  Research  Resources  (NCRR),  supports  the  Caenorhabditis  Genetics  Center  to 
acquire,  store  and  distribute  genetic  stocks  of  Caenorhabditis  elegans  (a  nematode  species)  and  relevant  bibliographic 
and  genetic  information.  This  Center  receives  nematode  strains  and  mutants,  reprints  of  related  publications  and  data 
(raw  and  analyzed)  relevant  to  nematode  genetics;  stores  these  materials,  verifies  genetic  status  and/or  scientific 
accuracy;  distributes  mutant  strain  bibliographic  and  genetic  information  to  individual  scientists,  and  through 
publications,  to  the  scientific  public  at  large;  and  distributes  mutant  strains  to  interested  scientists.  For  further 
information  on  this  resource,  contact: 

Robert  K.  Herman,  Ph.D. 

Department  of  Genetics  and  Cell  Biology 
University  of  Minnesota 
St.  Paul,  MN  55108 
Telephone:  (612)  624-6203 
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Except  for  the  Caenorhabdi tis  Genetics  Center,  which  is  a multi-  Institute  supported  resource,  recipients  of  NIA  grant 
support  receive  first  priority  for  use  of  any  of  these  resources  when  supplies  are  limited.  When  supplies  permit 
resources  are  made  available  to  other  than  NIA  grantees.  To  aid  graduate  students  interested  in  pursuing  research  on 
aging,  limited  numbers  of  rodents  for  dissertation  research  can  be  obtained  free  of  cost  (supply  permitting)  by 
application.  Limited  numbers  of  rodents  are  also  available  at  reduced  cost  for  the  conduct  of  pilot  research  projects. 
The  application  process  is  relatively  simple,  requiring  three  to  four  months  for  review  of  proposed  studies.  To  obtain 
information  about  these  programs  and/or  an  application  contact  Dr.  DeWitt  G.  Hazzard.  Any  questions  you  may  have 
regarding  any  aspect  of  the  NIA  resources  program  may  be  directed  to: 

DeWitt  G.  Hazzard,  Ph.D. 

Office  of  Biological  Resources  and  Resource  Development 

National  Institute  on  Aging 

Gateway  Building,  Suite  2C231 

Bethesda,  MD  20892 

Telephone:  (301)  496-0181 

GENETICS  AND  PHYSIOLOGY  OF  HUMAN  OOCYTES 

NIH  GUIDE.  Volune  22,  Number  26,  July  23,  1993 

RFA:  HD-93-004 

P.T.  34;  K.W.  0413002,  1002061,  1002019 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  July  26,  1993 
Application  Receipt  Date:  September  8,  1993 

This  revision  to  RFA  HD-93-C04  is  intended  to  notify  potential  applicants  that  the  President  has  signed  into  law  the 
NIH  Revitalization  Act  of  1993,  which  contains  certain  Hi  seel laneous  Repeals  (Sec.  121),  one  of  which  may  be  important 
for  your  application.  The  repeal  of  note  is  for  the  provision  in  the  current  Code  of  Federal  Regulations  pertaining 
to  the  protection  of  human  subjects,  45  CFR  46.204(d),  which  requires  a federal  level  Ethics  Advisory  Board  (EAB)  review 
for  applications  involving  human  in  vitro  fertilization  (IVF).  With  the  lifting  of  this  requirement,  the  NIH  can  now 
conduct  and  support  clinically  related  research  involving  human  IVF  as  recommended  by  a grantee  organization's 
Institutional  Review  Board  (IRB)  without  the  necessity  for  federal  level  EAB  review  in  all  cases.  It  is  anticipated, 
however,  that  proposals  for  certain  types  of  research  that  relate  to  human  IVF  may  still  be  subject  to  special  review 
on  a case-by-case  basis. 

INQUIRIES 

Further  information  on  human  IVF  research  eligible  for  NIH  support  may  be  obtained  by  contacting: 

Donna  Vogel,  M.D.,  Ph.D. 

Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 

Building  61E,  Suite  8B01 

6100  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)496-6515 

POLICY  REGARDING  EVALUATION  OF  CLINICAL  PRACTICE  GUIDELINES 

NIH  GUIDE.  Volume  22,  Number  26,  July  23,  1993 
P.T.  34;  K.W.  0730050 

Agency  for  Health  Care  Policy  and  Research 

This  notice  provides  the  policy  of  the  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  regarding  the  award  of  grants, 
cooperative  agreements,  and  contracts  for  the  evaluation  of  clinical  practice  guidelines.  This  policy  is  designed  to 
protect  the  integrity  of  AHCPR-supported  guidelines  by  preventing,  to  the  extent  possible,  the  perception  of  bias  or 
lack  of  objectivity  in  AHCPR  grant  and  contract  activities  relevant  to  such  guidelines. 

As  part  of  its  legislative  mandate,  AHCPR  arranges  for  the  development  and  periodic  updating  of  clinical  practice 
guidelines,  medical  review  criteria,  standards  of  quality,  and  performance  measures.  The  guidelines  are  to  assist  health 
care  providers,  consumers,  payers,  and  policy  makers  in  making  decisions  on  how  diseases,  disorders,  and  other  health 
conditions  can  be  most  effectively  and  appropriately  prevented,  diagnosed,  treated,  and  managed.  These  guidelines  may 
be  developed  by  panels  of  health  care  experts  and  consumers  or  by  contractors  assisted  by  panels  of  experts  and 
consumers. 

The  AHCPR  will  consider  research  grant  applications  and  contract  proposals  to  evaluate  clinical  practice  guidelines. 
However,  the  AHCPR  generally  will  not  award  grants  or  recommend  award  of  contracts  to  evaluate  AHCPR-supported  clinical 
practice  guidelines  until  the  guideline  has  been  in  the  public  domain  for  three  months. 

For  purposes  of  this  policy,  evaluation  of  a clinical  practice  guideline  involves  empirical  assessment  of  the  direct 
effects  of  the  guideline  on  clinical  practice  patterns,  on  patient  outcomes,  or  on  the  costs  of  health  care. 

If  a current  or  former  chair,  member,  consultant,  or  contractor  staff  of  an  AHCPR-supported  practice  guideline  panel 
is  involved  in  seeking  a grant  or  contract  to  evaluate  an  AHCPR  guideline  that  the  individual  helped  develop,  this  prior 
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relationship  must  be  disclosed  in  the  grant  application  or  contract  proposal.  The  Administrator  of  the  AHCPR  generally 
will  not  make  an  award  to  that  applicant  or  recommend  award  to  that  offeror  because  of  the  possible  perception  of  bias 
or  lack  of  objectivity.  This  policy  may  be  waived  where  the  Adninistrator  determines  that  the  interests  of  scientific 
progress  or  public  health  outweigh  the  possibility  of  an  applicant/proposal  being  perceived  as  biased  or  lacking 
objectivi ty. 

If  the  AHCPR  determines  that  an  application  or  proposal  does  not  disclose  a prior  relationship  to  the  guideline 
development  process,  the  AHCPR  will  administratively  withdraw  the  application  or  proposal  from  consideration  for  funding. 

INQUIRIES 

Questions  regarding  AHCPR's  Policy  on  Award  of  Grants  and  Contracts  for  Evaluation  of  Clinical  Practice  Guidelines  may 
be  directed  to: 

Office  of  the  Administrator 
Agency  for  Health  Care  Policy  and  Research 
2101  E.  Jefferson  Street,  Suite  600 
Rockville,  HD  20852 

Telephone:  (301)  227-6662  (through  July  31)  or  (301)  594-6662  (effective  after  August  1) 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

MASTER  AGREEMENT  CONTRACT  FOR  HIV  PRECLIMICAL  VACCINE  DEVELOPMENT 

NIH  GUIDE.  Volume  22,  Number  26,  July  23,  1993 
MAA/RFP  AVAILABLE:  NI AID-DAIDS-94-20 
P.T.  34;  K.W.  0755010,  0740075 

National  Institute  of  Allergy  and  Infectious  Oiseases 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  NIH  has  a requirement  for  a number  of  contractors 
to  provide  a variety  of  assays  and  services  in  support  of  preclinical  AIDS  vaccine  research  and  development.  The  purpose 
of  this  program  is  to  provide  resources  to  the  NIAID  in  its  mission  to  stimulate  research  towards  discovery  and  testing 
of  prototype  vaccines  for  Acquired  Immunodeficiency  Syndrome  (AIDS).  The  NIAID  requires  virological,  immunological, 
molecular  biological  assays  and  services,  evaluation  of  candidate  vaccines  in  animals  and  the  GMP  or  GLP  production  of 
quantities  of  candidate  vaccines  sufficient  for  Phase  I/I  I human  clinical  trials.  This  effort  will  support  the  research 
of  AIDS  investigators,  including  three  SIV  Vaccine  Evaluation  Groups  (NCVDG),  the  AIDS  Vaccine  Evaluation  Group  (AVEG), 
the  NIAID  AIDS  Vaccine  Uorking  Group,  and  other  programs  initiated  by  NIAID. 

This  is  an  announcement  for  an  anticipated  Master  Agreement  Announcement  Request  for  Proposals  (RFP).  The  issuance  of 
RFP  No.  NIAID-DAIDS-94-20  will  be  on  or  about  August  2,  1993,  and  proposals  will  be  due  by  the  close  of  business  on 
November  15,  1993.  It  is  anticipated  that  multiple  Master  Agreements  will  be  awarded  as  a result  of  this  solicitation. 
It  is  expected  that  the  Master  Agreements  will  be  awarded  for  five-year  terms,  with  no  funding  until  the  subsequent 
solicitation  and  award  of  Master  Agreement  Orders  for  specific  tasks.  The  Master  Agreement  Orders  are  anticipated  to 
be  completion-type,  cost-reimbursement  contracts. 

INQUIRIES 

Requests  for  the  Master  Agreement  RFP  may  be  directed  in  writing  to: 

Kristiane  Hof acker 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

Provide  this  office  with  three  self-addressed  mai l ing  labels.  Telephone  inquiries  will  not  be  honored  and  all  inquiries 
must  be  in  writing.  All  proposals  from  responsible  sources  will  be  considered  by  the  NIAID.  This  advertisement  does 
not  commit  the  Government  to  award  a contract. 


, No.  26  - July  23, 
4 


NIH  Guide  for  Grants  and  Contracts  - Vol 


22 


1993 


REHABILITATION  AND  PSYCHOSOCIAL  RESEARCH  IM  YOUNGER  WOMEN  WITH  BREAST  CANCER 


NIH  GUIDE.  Volume  22,  Number  26,  July  23,  1993 
RFA  AVAILABLE:  CA/HD-93-033 

P.T.  34;  K.W.  0715035,  0415001,  0415003,  0414014 
National  Cancer  Institute 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  August  31 , 1993 
Application  Receipt  Date:  November  9,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Cancer  Prevention  and  Control  (DCPC),  National  Cancer  Institute  (NCI)  and  the  National  Center  for  Medical 
Rehabilitation  Research  (NCMRR),  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invite 
investigator-initiated  grant  applications  for  research  directed  at  decreasing  the  medical  and  psychological  morbidity 
and  disability  associated  with  breast  cancer  diagnosis  and  treatment  in  younger  women.  Applications  must  develop  and 
test  interventions  that  address  health  issues,  psychosocial  problems,  and  potential  disability  faced  by  women  diagnosed 
with  breast  cancer  during  early  adult  life. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Rehabilitation  and  Psychosocial 
Research  in  Younger  Women  with  Breast  Cancer,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325,  telephone  202-783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (R01).  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project 
period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  four  years.  The  anticipated  award  date  is  July 
1,  1994.  Because  the  nature  and  scope  of  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that 
the  size  of  award  will  vary  also.  The  anticipated  amount  of  the  direct  costs  per  award  will  vary  from  $100,000  to 
$400,000.  This  RFA  is  a one-time  solicitation.  Future  unsolicited  competitive  continuation  applications  will  compete 
with  all  investigator- initiated  and  be  reviewed  according  to  the  customary  NIH  peer  review  procedures. 

FUNDS  AVAILABLE 

Total  costs  of  $2,400,000  per  year  for  four  years  will  be  committed  to  specifically  fund  applications  that  are  submitted 
in  response  to  this  RFA.  It  is  anticipated  that  four  to  seven  awards  will  be  made. 

RESEARCH  OBJECTIVES 

The  goal  of  this  RFA  is  to  enhance  the  quality  of  life  of  younger  women  with  breast  cancer.  Objectives  are  to:  (1) 
identify  and  describe  the  medical,  psychosocial,  and  disabi  lity-related  sequelae  of  breast  cancer  diagnosis  and  treatment 
in  younger  women  and  (2)  develop  and  test  interventions  directed  at  the  specific  problems  associated  with  breast  cancer 
diagnosis  and  treatment  in  this  age  group. 

Projects  will  develop,  implement,  and  evaluate  interventions  directed  at  problems  including  (1)  medical  sequelae  of 
therapy;  (2)  body  image,  sexuality,  and  reproductive  issues;  (3)  interpersonal  and  family  relationships;  (4)  concrete 
needs;  (5)  education,  career  development/advancement,  employment,  and  insurance;  (6)  living  with  medical  uncertainty; 
(7)  special  needs  of  younger  patients  during  periods  of  progressive  disease  and/or  terminal  care;  or  (8)  the  impact  of 
ethnic  and  cultural  factors  on  issues  listed  above.  Younger  women  are  defined  by  chronologic  age  ( <50  years)  or  by 
menopausal  status  (pre-  and/or  peri -menopausal ) at  diagnosis  and  study  entry,  depending  on  the  study  intervention. 
Formal  evaluation  of  efficacy  is  requi red,  with  outcome  variables  of  health-related  qua l i ty  of  life  (QOL),  domains 
reflecting  medical  and  psychological  morbidity,  and  relevant  aspects  of  disability,  such  as  personal  productivity  and 
community  participation.  A multidisciplinary  research  approach  is  recommended. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for  clinical 
studi es,  a spec i f i c justification  for  this  exclusion  must  be  provided.  Appl i cat  ions  wi thout  such  docunentation  will 
not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  August  31,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research;  the  name,  address,  telephone  and  FAX  numbers  of  the  Principal  Investigator;  the  identities 
of  other  key  personnel  and  the  participating  institutions;  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the 
review  of  a subsequent  application,  it  contains  information  that  is  helpful  in  planning  for  the  review.  The  letter  of 
intent  allows  NCI  and  NICHD  staff  to  estimate  the  potential  review  workload  and  helps  to  avoid  conflict  of  interest  in 
the  review.  The  letter  of  intent  is  to  be  sent  to  Or.  Susan  G.  Nayfield  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  The  application 
package  is  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301-594- 
7248;  and  from  the  NCI  Program  Director  listed  under  INQUIRIES.  Applications  must  be  received  by  close  of  business 
November  9,  1993. 

REVIEW  CONSIDERATIONS 

Applications  responsive  to  this  competitive  solicitation  will  be  reviewed  according  to  the  following  criteria: 

(1)  scientific  merit,  clinical  significance  and  originality,  and  feasibility  of  the  proposed  research; 

(2)  appropriateness  and  adequacy  of  the  research  approach  and  proposed  methodology  to  the  goal  and  objectives  of  the 
RFA; 

(3)  appropriateness  of  the  study  population  and  inclusion  of  or  direction  of  research  toward  special  populations; 

(4)  feasibility  of  interventions  for  the  community  setting; 

(5)  qualifications  and  experience  of  the  Principal  Investigator  and  staff; 

(6)  use  of  multidisciplinary  expertise  from  related  health  care  specialty  fields 

(7)  adequacy  of  facilities  and  resources;  and 

(8)  adequacy  of  protection  from  hazardous  or  unethical  research  procedures.  Scientific  merit,  availability  of  funds, 
and  program  balance  among  research  areas  will  be  considered  in  funding  decisions. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome.  Direct  requests  for  the  RFA,  inquiries  regarding  programmatic  issues,  and  address  the  letter 
of  intent  to: 

Susan  G.  Nayfield,  M.D.,  M.Sc. 

Division  of  Cancer  Prevention  and  Control 
National  Cancer  Institute 
Executive  Plaza  North,  Room  300-F 
Bethesda,  MD  20892 
Telephone:  (301)  496-8541 

Louis  A.  Quatrano,  Ph.D. 

National  Center  for  Medical  Rehabilitation  Research 

National  Institute  of  Child  Health  and  Human  Development 

6100  Executive  Boulevard,  Room  2A-0 

Bethesda,  MD  20892 

Telephone:  (301)  402-2242 

FAX:  (301)  402-0832 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Victoria  Price 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Suite  243 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  Ext.  52 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399,  Cancer  Control  Research.  Awards 
are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
Health  Systems  Agency  review. 
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CANCER  PAIN  MANAGEMENT  IH  THE  OUTPATIENT  SETTIMG 


NIH  GUIDE.  Volurte  22,  Number  26,  July  23,  1993 
RFA  AVAILABLE:  CA-93-035 
P.T.  34;  K.W.  0715035,  0715150 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  August  12,  1993 
Application  Receipt  Date:  November  16,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Cancer  Institute  (NCI)  invites  investigator- initiated  grant  applications  for  research  directed  at  developing 
and  testing  interventions  to  improve  the  management  of  cancer  pain  outside  of  the  acute  care  or  hospice  settings,  thereby 
improving  the  quality  of  life  of  persons  with  cancer  living  at  home  or  being  managed  on  an  out-patient  basis. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Cancer  Pain  Management  in  the 
Outpatient  Setting,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325,  telephone  202-783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01).  The  applicant  has  sole 
responsibility  for  planning,  direction,  and  execution  of  the  proposed  project.  Total  project  period  for  applications 
submitted  in  response  to  this  RFA  may  not  exceed  four  years.  The  anticipated  award  date  is  July  1994. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competitive  continuation  applications  will  compete  with  all 
other  investigator-initiated  research  grant  applications  and  be  reviewed  according  to  the  customary  NIH  peer  review 
procedures. 

FUNDS  AVAILABLE 

Total  costs  of  $1,500,000  per  year  for  four  years  will  be  committed  to  specifically  fund  applications  submitted  in 
response  to  this  RFA.  It  is  anticipated  that  five  awards  will  be  made.  This  funding  level  is  dependent  upon  the  receipt 
of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial 
plans  of  the  NCI,  the  awards  pursuant  to  this  RFA  are  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  objectives  of  this  initiative  are  to  develop  and  test  interventions  to  improve  the  management  of  cancer  pain  outside 
of  acute  care  or  hospice  settings.  The  specific  objectives  are  to:  (1)  test  interventions  to  promote  the  transfer  of 
technology  in  a variety  of  health  care  delivery  systems  to  improve  knowledge  about  pain  management  for  cancer  patients 
living  at  home,  (2)  evaluate  interventions  to  address  patient  and  health  care  provider  factors  that  are  barriers  to 
effective  transfer  and  use  of  state  of  the  art  cancer  pain  management  techniques,  and  (3)  improve  the  acceptability  and 
use  of  pain  control  strategies  through  improved  management  of  the  side  effects  of  analgesics  and/or  modifications  of 
attitudes  towards  the  use  of  narcotics  for  pain  management. 

Research  applications  should  address  issues  in  at  least  one  of  the  following  areas:  effect  of  patient  concerns,  choices, 
decision  making  strategies,  and  care  giver  values  on  effective  pain  management;  impact  of  systematic  use  of  clinical 
practice  guidelines  and  documentation  of  the  effect  of  the  intervention  on  patient  care  outcomes;  overcoming  barriers 
to  application  of  state  of  the  art  knowledge  about  cancer  pain  management;  interface  of  ethical  and  legal  codes;  and 
the  effect  of  adherence  to  each  on  the  quality  of  pain  management. 

The  application  should  define  the  study  population,  identify  the  problem,  describe  the  intervention,  and  outline  the 
evaluation  plan.  The  design  must  include  a testable  intervention  and  a systematic  plan  of  evaluation  of  the  intervention 
using  qualitative  and  quantitative  methods. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  documentation  will  not  be 
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accepted  for  review. 
LETTER  OF  INTENT 


Prospective  applicant  are  asked  to  submit,  by  August  12,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  telephone/FAX  numbers  of  the  Principal  Investigator,  the  names  of  other  key 
personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may 
be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  a subsequent 
application,  the  information  that  it  contains  is  helpful  in  planning  for  the  review.  It  allows  NCI  staff  to  estimate 
the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be 
sent  to  the  Program  Director  named  in  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  close  of  business  November  16,  1993.  Application  form  PHS  398  (rev.  9/91)  and 
information  about  application  procedures  may  be  obtained  from  the  NCI  Program  Director  named  in  INQUIRIES. 

REVIEW  CONSIDERATIONS 

Applications  that  are  competitive  and  responsive  to  the  RFA  will  be  evaluated  for  scientific  and  technical  merit  by  an 
appropriate  NCI  peer  review  group  according  to  specific  review  criteria.  A second  level  of  review  will  consider  special 
needs  and  research  priorities  of  the  NCI. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome.  Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Claudette  Varricchio  D.S.N.,  R.N.,  O.C.N.,  F.A.A.N. 

National  Cancer  Institute 
Executive  Plaza  North,  Suite  300 
Bethesda,  MD  20892 
Telephone:  (301)  496-8541 

Directed  inquiries  regarding  fiscal  matters  to: 

Mrs.  Crystal  Elliott 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  242 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399,  Cancer  Control  Research,  and  93.361, 
Nursing  Research.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public 
Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74,  and  45  CFR  92.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 
RESEARCH  INVOLVING  HUMAN  IN  VITRO  FERTILIZATION 

NIH  GUIDE.  Volume  22,  Number  26,  July  23,  1993 

PA  NUMBER:  PA-93- 101 

P.T.  34;  K.W.  0413002,  1002017 

National  Institute  of  Child  Health  and  Human  Development 
PURPOSE 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites  investigator-initiated  research  grant 
applications  to  conduct  basic  and  clinical  research  involving  human  in  vitro  fertilization  (IVF),  for  the  purpose  of 
enhancing  the  treatment  of  certain  forms  of  hunan  infertility. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Research 
Involving  Human  In  Vitro  Fertilization,  is  related  to  the  priority  area  of  family  planning.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Women,  members  of  minority  groups,  and  persons  with  disabilities  are  encouraged  to  apply. 
Applicants  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards  (R29)  must  meet  specific  eligibility 
requirements.  In  addition,  foreign  institutions  are  not  eligible  for  the  FIRST  Award. 

MECHANISM  OF  SUPPORT 

Mechanisms  available  for  the  support  of  this  program  are  the  research  project  grant  (R01)  and  the  FIRST  Award  (R29). 
RESEARCH  OBJECTIVES 

Many  infertile  couples  have  been  treated  with  a variety  of  assisted  reproductive  techniques,  ranging  from  such  simple 
methods  as  timed  natural  intercourse  or  artificial  insemination,  through  ovulation  induction,  to  in  vitro  technologies 
such  as  IVF.  Many  of  these  techniques  are  being  used  empirically,  without  appropriate  rigorous  scientific  evaluation. 

The  President  has  signed  into  law  the  NIH  Revitalization  Amendnents  of  1993  that  contain  certain  Miscellaneous  Repeals 
(Sec.  121),  one  of  which  is  directly  relevant  to  this  program  announcement.  This  repeal  is  for  the  provision  in  the 
current  Code  of  Federal  Regulations  pertaining  to  the  protection  of  human  subjects,  45  CFR  46.204(d),  that  requires  a 
Federal-level  Ethical  Advisory  Board  review  for  applications  involving  hunan  IVF.  With  the  lifting  of  this  requirement, 
the  NIH  can  now  conduct  and  support  research  involving  human  IVF,  in  accord  with  the  recommendations  of  the  grantee 
institution's  Institutional  Review  Board,  without  the  need  for  a special  Federal- level  Ethical  Advisory  Board  in  each 
case.  It  is  anticipated  that  applications  involving  certain  types  of  research  that  relate  to  human  IVF  will  still  be 
subject  to  special  review  on  a case-by-case  basis. 

This  program  announcement  is  designed  to  encourage  investigators  to  apply  for  research  support  for  basic  and  clinical 
studies  that  will  enhance  the  outcome  of  IVF  in  the  normal  course  of  treatment  for  human  infertility.  Such  research 
might  include,  but  not  be  limited  to: 

o improved  patient  selection  procedures  for  treatment  with  IVF 

o improved  ovulation  induction  in  IVF  protocols 

o improved  methods  for  gamete  collection 

o improved  conditions  for  fertilization 

o improved  conditions  for  embryo  transfer 

o IVF  outcome  in  different  racial  and  ethnic  groups 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  (rev.  9/91)  in 
Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Hunan  Subjects.  Applicants  are  urged  to  assess  carefully 
the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it 
may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  mi  nor  i ty  populations  ( i .e. , Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific 
Islanders,  Blacks,  Hispanics),  The  rationale  for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to  include 
human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study  broadly, 
and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 
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Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  N I H are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for  AIDS-related  research 
are  found  in  the  PHS  398  (rev.  9/91)  instructions. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  301/594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face  page 
of  the  application.  Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference 
attached  to  the  face  page  of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required 
numbered  of  reference  letters  will  be  considered  incomplete  and  will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  referral  guidelines.  Applications  will 
be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants,  NIH,  in  accordance 
with  the  standard  NIH  peer  review  procedures. 

The  second  level  of  review  will  be  provided  by  an  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Donna  L.  Vogel,  M.D.,  Ph.D. 

Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 

Building  61E,  Room  8B01 

Bethesda,  MD  20892 

Telephone:  (301)  496-6515 

FAX:  (301)  496-0962 

Direct  inquiries  regarding  fiscal  matters  to: 

Melinda  Nelson 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Building  61E,  Room  8A07 
Bethesda,  MD  20892 
Telephone:  (301)  496-5481 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864,  Population  Research.  Awards  are 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12374  or  Health 
Systems  Agency  review. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  26  - July  23,  1993 

10 


ERRATUM 


DRUG  USE  AND  ABUSE  IN  MINORITY  AND  UNDERSERVED  POPULATIONS 

N I H GUIDE.  Volume  22,  Number  26,  July  23,  1993 
PA  NUMBER:  PA-93-046 

P.T.  34,  FF;  K.W.  0404009,  0745027,  0411005 
National  Institute  on  Drug  Abuse 

The  purpose  of  this  notice  is  to  amend  program  announcement  PA-93-046,  Drug  Use  and  Abuse  in  Minority  and  Underserved 
Populations,  published  in  the  NIH  Guide,  Volume  22,  No.  5,  February  5,  1993,  Part  II  of  II.  The  National  Institute  on 
Drug  Abuse  wishes  to  add  the  following  research  area  at  the  end  of  the  Areas  of  Research  Interest.  All  other  aspects 
of  the  announcement  published  February  5,  1993,  remain  the  same,  including  receipt  dates. 

Prevention  Intervention  Research: 

Controlled  experimental  or  quasi -experimental  research  is  needed  to  assess  the  efficacy  of  theory-based  drug  prevention 
intervention  strategies  specific  to  culturally  diverse  populations.  Prevention  interventions  may  target  general 
populations  or  high-risk  groups  and  be  implemented  in  a variety  of  settings  to  include  the  home,  school,  community,  and 
workplace.  Prevention  intervention  research  should  focus  attention  on  ethnic,  cultural,  and  gender-relevant  issues, 
concerns,  and  risk/protective  factors  that  directly  impinge  upon  the  successful  design  and  testing  of  theory-based  drug 
abuse  prevention  interventions  that  best  meet  the  needs  of  those  at  risk  to  drug  use  onset  and  progression  to  abuse. 
Proposed  studies  should:  assess  theories  of  drug  prevention;  evaluate  the  explanatory  power  of  key  mediating  program 
variables;  test  the  effectiveness  of  theory-based  programs  to  prevent  or  reduce  the  use/abuse  of  a variety  of  drugs  to 
include:  alcohol,  nicotine,  marijuana,  cocaine/crack,  inhalants  and  other  illicit  drugs;  develop  or  refine  prevention 
research  methods  and  measures,  and  analyze  diffusion  models  of  innovative  practices. 

INQUIRIES 

Questions  regarding  this  notice  may  be  directed  to: 

Mario  de  la  Rosa,  Ph.D. 

Division  of  Epidemiology  and  Prevention  Research 

National  Institute  on  Drug  Abuse 

Rockwall  1 1 , Sui te  615 

Rockville,  MD  20857 

Telephone:  (301)  443-2755 


••THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 


LIBRARY 


3 1496  00552  1466 
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This  publication  is  available  electronically  to  institutions  via  BfTNET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through  the 
NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  tor  details. 


NOTICES 


MODIFICATION  OF  THE  NRSA  SERVICE  PAYBACK  OBLIGATION 


NIH  GUIDE.  Volume  22,  Number  27,  July  30,  1993 

P.T.  22,  44;  K.W.  0720005,  1014006 

National  Institutes  of  Health 

Agency  for  Health  Care  Policy  and  Research 

Health  Resources  Services  Administration 

The  National  Institutes  of  Health  (NIH)  Revitalization  Act  of  1993,  signed  into  law  on  June  10,  1993,  includes  provisions 
in  Section  1602  that  substantially  modify  the  service  payback  requirement  for  individuals  supported  by  National  Research 
Service  Awards  (NRSA).  These  new  provisions  will  be  applicable  to  ail  new  appointments  or  reappointments  to  research  training 
grants  and  to  all  new,  noncompeting  continuation,  and  competing  renewal  fellowship  awards  beginning  on  or  after  June  10,  1993. 
For  fellowships,  the  award  beginning  date  refers  to  the  award  activation  date. 

An  individual  appointed  to  a research  training  grant  or  who  has  a fellowship  award  activated  before  June  10,  1993  will 
continue  to  accrue  a service  payback  obligation  as  specified  in  the  NRSA  Guidelines  for  Individual  Awards  and  Institutional 
Grants  (NIH  Guide  for  Grants  and  Contracts,  Vol.  13,  No.  1,  January  6,  1984)  until  the  end  of  the  current  appointment. 

The  following  will  apply  to  appointments  beginning  and  awards  activated  on  or  after  June  10,  1993: 

o Predoctoral  trainees  and  fellows  WILL  NOT  incur  a service  payback  obligation. 

o Postdoctoral  trainees  and  fellows  in  the  first  twelve  months  of  postdoctoral  NRSA  support  WILL  incur  one  month  of 
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obligation  for  each  month  of  support. 

o Postdoctoral  trainees  and  fellows  in  the  13th  and  subsequent  months  of  NRSA  support  will  incur  NO  further  obligation. 

The  requirements  established  by  the  Revitalization  Act  also  provide  that  the  13th  and  any  subsequent  month  of  postdoctoral 
NRSA  supported  research  training  will  be  used  to  discharge  any  PRIOR  postdoctoral  NRSA  service  payback  obligation.  Beginning 
with  awards  operating  under  the  Act,  service  payback  obligations  may  be  discharged  in  the  following  ways: 

o By  receiving  an  equal  number  of  months  of  postdoctoral  NRSA  support  beginning  in  the  13th  month  of  such  postdoctoral  NRSA 
support; 

o By  engaging  in  an  equal  number  of  months  of  health-related  research  and/or  health  related  teaching  averaging  more  than 
20  hours  per  week  of  a full  work  year. 

IMPLEMENTATION 

o Individuals  who  have  completed  their  NRSA  training  and  have  an  existing  NRSA  service  payback  obligation  will  be  required 
to  engage  in  service  payback  or  make  financial  repayment  as  described  in  the  1984  Guidelines  cited  above  or  other  guidelines 
applicable  to  NRSA  recipients  appointed  prior  to  1984. 

o Individuals  currently  appointed  to  a research  training  grant  or  who  have  had  a fellowship  award  activated  before  June  10, 
1993,  will  continue  to  accrue  a service  payback  obligation  as  described  in  the  1984  Guidelines  until  the  end  of  that 
appointment  or  fellowship  award  period.  At  the  end  of  the  current  appointment  or  award  period,  individuals  will  complete 
and  submit  a Termination  Notice  (form  PHS  416-7)  even  if  they  expect  to  continue  NRSA  supported  research  training  after  that 
date.  This  form  will  serve  as  the  basis  for  determining  their  payback  obligation  under  the  1984  Guidelines.  Individuals 
who  then  are  reappointed  to  a training  grant  or  receive  a fellowship  award  will  follow  the  new  guidelines  to  be  established 
by  the  NIH  Revitalization  Act  of  1993. 

o PREDOCTORAL  trainees  beginning  appointments  and  fellows  activating  awards  on  or  after  June  10,  1993  are  NOT  required  to 
complete  the  Payback  Agreement  Form  (PHS  6031). 

o POSTDOCTORAL  trainees  and  fellows  beginning  the  first  twelve  months  of  postdoctoral  NRSA  support  on  or  after  June  10,  1993 
must  complete  a Payback  Agreement  Form  (PHS  6031). 

At  the  present  time,  the  NIH  is  modifying  the  Payback  Agreement  Form.  Until  the  revised  form  becomes  available,  trainees 
and  fellows  beginning  appointments  or  awards  for  the  first  twelve  months  of  postdoctoral  NRSA  support  will  continue  to  sign 
the  existing  Payback  Agreement  Form  (PHS  6031  (rev.  10/91).  Under  the  10/91  revision  of  the  Payback  Agreement  Form,  no 
payback  obligation  will  accrue  if  this  period  of  postdoctoral  NRSA  support  is  the  individual's  initial  twelve  months  of  NRSA 
support  (postdoctoral  or  predoctoral). 

When  the  Payback  Agreement  Form  has  been  revised  to  reflect  the  requirements  of  the  NIH  Revitalization  Act,  copies  will  be 
distributed  to  all  NRSA  institutional  training  grant  program  directors  and  to  all  individual  fellows.  In  addition,  the 
availability  of  the  revised  form  will  be  announced  in  the  NIH  Guide  for  Grants  and  Contracts.  All  unused  copies  of  the  10/91 
revision  will  be  replaced  by  the  new  form  under  which  all  individuals  beginning  the  first  twelve  months  of  postdoctoral  NRSA 
support  will  incur  an  obligation  even  if  this  is  thei rnini tial  period  of  support  under  the  NRSA  program. 

o Postdoctoral  trainees  and  fellows  beginning  appointments  or  fellowship  awards  for  the  13th  or  subsequent  month  of  NRSA 
support  on  or  after  June  10,  1993  are  NOT  required  to  complete  the  Payback  Agreement  Form  (PHS  6031). 

SERVICE  PAYBACK 

Trainees  and  fellows  beginning  appointments  for  the  13th  and  subsequent  month  of  POSTDOCTORAL  NRSA  support  on  or  after  June 
10,  1993  will  be  engaging  in  service  which  will  satisfy  any  prior  postdoctoral  NRSA  service  payback  obligation.  Post-award 
service  in  non-NRSA  supported  health-related  research  or  teaching,  as  described  in  the  1984  Guidelines,  is  creditable  toward 
any  NRSA  service  payback  obligation. 

INQUIRIES 

Questions  concerning  the  implementation  of  these  policies  may  be  directed  to  program  staff  at  the  NIH  Institute  or  Center 
that  awarded  your  training  grant  or  fellowship. 

Questions  concerning  general  information  about  this  policy  may  be  directed  to: 

Research  Training  and  Special  Programs  Office 

National  Institutes  of  Health 

Building  31,  Room  5B44 

Bethesda,  MD  20892 

Telephone:  (301)  496-9743 

FINAL  FINDINGS  OF  SCIENTIFIC  MISCONDUCT 


NIH  GUIDE.  Volume  22,  Number  27,  July  30,  1993 
P.T . 34;  K.W.  1014004 
Public  Health  Service 

Notice  is  hereby  given  that  The  Public  Health  Service's  Office  of  Research  Integrity  (ORI)  has  issued  final  findings  of 
scientific  misconduct  and  has  implemented  administrative  actions  in  the  following  case: 

Torrey  Johnson.  Tufts  University.  An  inquiry  and  a subsequent  investigation  conducted  by  the  University  found  that  Mr. 
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Johnson,  a predoctoral  graduate  student  in  the  Department  of  Biology,  had  fabricated  research  data  on  the  genetic  control 
of  spermatogenesis.  Mr.  Johnson  worked  on  a grant  from  the  National  Institute  of  Child  Health  and  Human  Development  (R01 
HD  11878).  The  university  investigation  concluded  that  Mr.  Johnson's  reports  that  he  had  extracted,  purified,  and 
characterized  a transcription  factor  protein  were  fabricated.  Mr.  Johnson's  notebooks  provided  no  details  on  the  purification 
procedures  and  he  was  unable  to  describe  to  his  thesis  committee  the  steps  used  to  purify  the  protein.  The  investigation 
also  concluded  that  it  was  likely  that  Mr.  Johnson  had  used  commercially-obtained  human  transcription  factor  instead  of  the 
claimed  purified  protein  from  mouse  testis.  The  ORI  concurred  in  the  University's  findings,  and  Mr.  Johnson  has  been  debarred 
from  receiving  Federal  grant  or  contract  funds  for  a three  year  period  beginning  May  14,  1993.  For  two  years  beyond  the 
debarment  period,  any  research  institution  which  employs  Mr.  Johnson  must  provide  the  Public  Health  Service  (PHS)  a plan  for 
the  oversight  of  his  scientific  activities  and  certify  the  accuracy  and  integrity  of  information  provided  in  PHS  applications 
or  in  reports  generated  under  a PHS  award.  Two  abstracts  containing  fabricated  data  were  withdrawn  ("Footprint  analysis  of 
the  promoters  of  mouse  and  rat  protamine  2 genes  reveals  differences  in  protein  binding"  Xlth  North  American  Testis  Workshop, 
and  "Protein  binding  to  a conserved  promoter  element  of  the  male  germ  cell  specific  mouse  protamine  1 and  2 genes  suppresses 
transcription  in  vitro  in  non- expressing  tissues"  J.  Cell  Biology  Abstracts.  115:  48a,  1991). 

INQUIRIES 

The  Office  of  Research  Integrity  will  continue  to  publish  findings  of  scientific  misconduct  as  further  cases  are  closed. 
For  further  information,  contact: 

Director,  Division  of  Research  Investigations 
Office  of  Research  Integrity 
Telephone:  (301)  443-5330 


NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 

AID/NIAID  PROGRAM:  FUNDAMENTAL  MALARIA  VACCINE  STLPIES 

NIH  GUIDE.  Volume  22,  Number  27,  July  30,  1993 
RFA  AVAILABLE:  AI-93-016 
P.T.  34;  K.W.  0740075,  0715151 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  September  1,  1993 
Application  Receipt  Date:  November  10,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  announces  a new  collaborative  effort  with  the  United  States 
Agency  for  International  Development  (AID),  the  Joint  AID/NIAID  Malaria  Vaccine  Program  (AID/NI AID  Program),  and  invites 
applications  to  expand  basic  and  clinical  research  on  those  aspects  of  malaria  most  relevant  to  vaccine  candidate 
identification,  characterization,  and  development.  The  ultimate  goal  of  this  program  is  to  develop  vaccines  that  will  reduce 
malaria-associated  morbidity  and  mortality,  especially  in  children  in  endemic  areas.  Studies  of  human  immune  responses  to 
malaria,  studies  in  relevant  animal  models,  and  studies  of  the  cellular  and  molecular  basis  of  immunity  to  malaria  are  all 
of  interest  under  this  initiative. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of  "Healthy 
People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  AID/NIAID  Program:  Fundamental  Malaria 
Vaccine  Studies,  is  related  to  the  priority  area  of  immunization  and  infectious  diseases.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001 -00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington  DC  20402-9325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as  universities, 
colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the  Federal  government. 
Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not  eligible  to  submit 
appl i cat  ions. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  Cooperative  Agreement  (U01)  funding  instrument.  These  are  interactive  assistance 
relationships  in  which  an  ongoing  collaborative  relationship  exists  between  NIAID  staff  and  the  investigators.  This  type 
of  funding  mechanism  is  utilized  when  it  is  desired  to  encourage  investigator-initiated  research  projects  in  areas  of  special 
importance  to  the  government  and  when  substantial  programmatic  involvement  by  NIH  staff  is  anticipated.  The  awardee  will 
be  responsible  for  the  planning,  direction  and  execution  of  the  proposed  project  and  interrelated  activities.  The  award  will 
be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement,  DHHS  Publication  No. 
(OASH)  90-50,000,  revised  October  1,  1990.  The  total  project  period  for  applications  submitted  in  response  to  this  RFA  may 
not  exceed  three  years.  The  earliest  possible  award  date  is  September  1,  1994. 

Reissuance  of  this  RFA  is  uncertain  at  the  present  time.  If,  by  the  end  of  the  second  year  of  the  award,  AID'S  continued 
support  of  the  AID/NIAID  Joint  Program  is  unclear  and  NIAID  has  therefore  not  announced  its  intent  to  reissue  the  RFA, 
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incumbents  of  UOIs  should  contact  program  staff  before  preparing  a recompeting  application  to  seek  advice  on  the  most 
appropriate  method  of  application  submission. 

FUNDS  AVAILABLE 

The  estimated  level  of  support  (total  direct  and  indirect  costs)  for  the  entire  program  for  the  first  year  is  $800,000.  The 
NIAID  anticipates  making  four  awards. 

RESEARCH  OBJECTIVES 

It  has  been  increasingly  recognized  that  the  scientific  basis  of  vaccine  development  is  extremely  complex  and  requires 
sustained  scientific  support  of,  technical  assistance  to,  and  cooperation  with  investigators,  from  the  earliest  stages  of 
vaccine  discovery  through  the  later  phases  of  vaccine  design,  production,  and  testing.  The  need  for  investigators'  awareness 
of  and  efficient  access  to  current  information  and  resources  to  accelerate  vaccine  development  is  now  widely  accepted.  In 
particular,  rapid  dissemination  of  information  and  results  from  all  stages  of  vaccine  development  among  investigators  is 
necessary  to  expedite  vaccine  development.  In  appreciation  of  these  factors  and  in  an  effort  to  overcome  those  barriers 
impeding  investigators'  progress  in  this  area,  AID  and  NIAID  have  agreed  to  form  a new  cooperative  program  dedicated  to 
malaria  vaccine  development.  The  objective  of  this  RFA  is  to  stimulate  innovative  new  research  that  will  provide  information 
critical  to  determining  the  potential  value  of  various  antigens  as  components  of  malaria  vaccines.  All  applications  should 
be  directly  related  to  development  of  vaccines  against  P.  falciparum  (this  may  include  studies  of  rodent  models  which  make 
use  of  analogous  plasmodial  species). 

Basic  research  projects,  including  studies  of  clinical  material,  are  sought  that  emphasize  investigations  of  the  following: 

o pre-erythrocytic  antigens,  excluding  the  circumsporozoite  protein  (CSP):  studies  of  liver-stage  antigens  are  particularly 
encouraged; 

o blood-stage  antigens,  excluding  the  merozoite  surface  antigen  MSP-1/gp195  and  cytoadherence  antigens; 

o parasite  antigens  thought  to  participate  in  the  pathogenesis  of  the  severe  manifestations  of  the  disease,  especially  those 
that  occur  in  children  (for  example,  antigens  thought  to  stimulate  production  of  cytokines  such  as  tumor  necrosis  factor). 

All  applications  must  clearly  describe  how  the  information  obtained  from  the  proposed  research  will  assist  in  achieving  the 
goal  of  reducing  malaria-associated  mortality  and  morbidity,  especially  in  children  in  endemic  areas. 

SPECIAL  REQUIREMENTS 

Successful  applicants  will  be  invited  to  participate  in  the  AID/NIAID  Joint  Malaria  Vaccine  Program.  Each  Principal 
Investigator  would  represent  his/her  program  at  meetings  organized  conjointly  by  AID  and  NIAID  that  will  be  held  to  share 
advances  in  malaria  vaccine  research  among  the  participants  of  the  AID/NIAID  Joint  Program  and  other  NIAID-  and  AID-supported 
activities,  to  di scuss  research  needs  and  opportunities  in  malaria  vaccine  research,  and  to  deve l op  col laborations  and 
multi -center  studies.  Principal  Investigators  should  include  funds  to  attend  these  meetings  in  thei r budget  requests. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requi res  appl i cants  to  give  special  attention  to  the  inclusion  of  women  and 
minorities  in  study  populations.  I f women  or  minorities  are  not  included  in  the  study  populations  for  clinical  studies,  a 
specific  justification  for  this  exclusion  must  be  provided.  Appl i cat  ions  without  such  documentation  will  not  be  accepted 
for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  September  1,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  names  and  affiliations  of  proposed  key  investigators,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted.  Although  a letter  of  intent  is  not  requi red,  is  not  binding,  and  does 
not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  allows  NIAID  staff  to  estimate  the 
potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to 
Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  the  standard  application  form  for  research  grants.  Appl ication 
kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Bui Iding,  Room  449,  Bethesda,  MO  20892, 
telephone  301/594-7248.  Appl icants  must  adhere  to  the  format  and  requirements  spec i f i ed  in  the  PHS  398  application  kit. 
The  date  for  receipt  of  applications  is  November  10,  1993. 

The  signed,  typewritten  original  of  the  appl ication,  including  the  Checklist,  and  three  exact  single-sided  copies  must  be 
sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Bui Iding,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  must  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

To  ensure  thei r review,  applications  must  be  received  by  both  the  Division  of  Research  Grants  and  Dr.  Olivia  Preble  by 
November  10,  1993.  Applications  not  received  on  the  official  date  will  be  considered  non- responsive  and  will  be  returned 
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to  the  applicant.  If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar  to  a grant  application 
already  submitted  to  the  NIH  for  review,  but  has  not  yet  been  reviewed,  the  applicant  will  be  asked  to  withdraw  either  the 
pending  application  or  the  new  one.  Simultaneous  submission  of  identical  applications  will  not  be  allowed,  nor  will 
essentially  identical  applications  be  reviewed  by  different  review  committees.  Therefore,  an  application  cannot  be  submitted 
in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already  been  reviewed.  This  does  not  preclude  the 
submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications  must  include  an  introduction 
addressing  the  previous  critique. 

REVIEU  CONSIDERATIONS 

Applications  will  be  reviewed  by  DRG  staff  for  completeness  and  by  NIAID  staff  to  determine  administrative  and  programmatic 
responsiveness  to  this  RFA.  Those  judged  to  be  incomplete  or  non- responsive  will  be  returned  to  the  applicant  without  review. 
Those  considered  complete  and  responsive  may  be  subjected  to  a triage  review  by  an  NIAID  peer  review  group  to  determine  their 
scientific  merit  relative  to  the  other  applications  submitted  in  response  to  this  RFA.  The  NIAID  will  withdraw  from 
competition  those  applications  judged  by  the  triage  peer  review  group  to  be  noncompetitive  for  award  and  will  so  notify  the 
applicant  investigator  and  the  institutional  business  official.  Those  applications  judged  to  be  competitive  for  award  will 
be  reviewed  for  scientific  and  technical  merit  by  a Review  Committee  convened  by  the  Division  of  Extramural  Activities,  NIAID. 
The  second  level  of  review  will  be  provided  by  the  National  Advisory  Allergy  and  Infectious  Diseases  Council. 

AWARD  CRITERIA 

In  selecting  appl ications  for  funding,  whi le  scientific  merit  is  of  primary  consideration,  appl ications  wi l l also  be  evaluated 
for  program  relevance  and  programmatic  balance. 

INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

B.  Fenton  Hall,  M.D.,  Ph.D. 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-36 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7115 

FAX:  (301)  402-0804 

E-mai l : bfhaexec.niaid.pc.niaid.nih.gov 

Address  the  letter  of  intent  and  direct  any  questions  regarding  review  procedures,  to: 

Dr.  Olivia  Preble 

Microbiology  and  Immunology  Review  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Buitding,  Room  4C-20 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 


Direct  inquiries  regarding  fiscal  matters  to: 


Mr.  Todd  Bal l 

Grants  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-37 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

Schedule 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Scientific  Review  Date: 

Council  Meeting  Date: 

Earliest  Award  Date: 


September  1 , 1993 
November  10,  1993 
March  1994 
June  1994 
September  1,  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856,  Microbiology  and  Infectious  Disease 
Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 
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VIRAL  INTERACTIONS  WITH  p55  IN  HUMAN  CANCER 


NIH  GUIDE.  Volume  22,  Number  27,  July  30,  1993 
RFA  AVAILABLE:  CA-93-036 
P.T.  34;  K.W.  0715035,  1002045,  1002008 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  September  15,  1993 
Application  Receipt  Date:  November  23,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  COMPLETE  RFA  FROM  THE  CONTACT  NAMED  UNDER  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Cancer  Institute  (NCI)  invites  investigator-initiated  research  grant  applications  for  support  of  basic  studies 
on  the  molecular  mechanisms  by  which  DNA  tumor  viruses  (such  as  papillomavirus,  SV40,  adenovirus)  interact  with  p53,  thereby 
providing  new  insight  into  viral  oncology  and  human  tumorigenesis. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of  "Healthy 
People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Viral  Interactions  with  p53  in  Hcman  Cancer, 
is  related  to  the  priority  areas  of  cancer  and  women's  health.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through 
the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the  Federal 
government.  Foreign  institutions  and  organizations  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition 
(FIRST)  Awards  (R29).  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  and  the  FIRST  Award  (R29). 
Responsibility  for  the  planning,  direction  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The 
total  project  period  for  application  submitted  in  response  to  this  RFA  may  not  exceed  five  years. 

The  anticipated  award  date  is  July  1,  1994.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA 
may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also.  This  RFA  is  a one-time  solicitation.  Future 
unsolicited  competing  continuation  applications  will  compete  with  all  investigator-initiated  applications  and  be  reviewed 
according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

Approximately  $1,000,000  in  total  costs  per  year  for  up  to  five  years  will  be  committed  to  fund  applications  which  are 
submitted  in  response  to  this  RFA.  It  is  anticipated  that  five  to  six  awards  will  be  made. 

RESEARCH  OBJECTIVES 

Cancer  is  a multi-step  process  that  is  usually  preceded  by  the  accumulation  of  mutations  in  an  assortment  of  genes.  Until 
recently,  the  tumorigenic  mutations  that  have  been  studied  in  detail  are  those  that  activate  oncogenes.  The  discovery  of 
anti -oncogenes  or  tumor  suppressor  genes,  by  which  inactivating  mutations  elicit  tumorigenesis,  has  added  a new  dimension 
to  the  understanding  of  neoplasia.  The  retinoblastoma  susceptibility  gene  (RB)  is  the  prototype  tumor  suppressor  gene  and 
has  been  shown  to  suppress  the  transformed  phenotype  for  several  different  cancers.  The  p53  gene  is  a growth  control  gene 
that  plays  a key  role  in  the  suppression  of  abnormal  cell  proliferation  and  tumor  development.  Mutations  in  the  p53  gene 
are  becoming  the  most  common  genetic  alterations  in  many  human  cancers.  Genetic  abnormalities  of  p53,  some  of  which  may  be 
due  to  viral  involvement,  are  functionally  implicated  in  the  development  of  a wide  variety  of  human  cancers,  including  breast, 
cervix,  bone,  colon,  liver  and  lung.  Many  of  the  viral  oncoproteins  from  DNA  tumor  viruses  such  as  human  papillomaviruses, 
simian  virus  40  (SV40)  and  adenoviruses,  which  transform  cells  in  culture  and  induce  tumors  in  animals,  act  in  part  through 
the  functional  inactivation  of  p53  tumor  suppressor  gene  products  resulting  in  uncontrolled  cell  growth. 

On  December  18,  1992,  the  Biological  Carcinogenesis  Branch,  Division  of  Cancer  Etiology  (DCE),  NCI  sponsored  a workshop 
entitled  "Viral  Interactions  with  p53  in  Human  Cancer."  The  purpose  of  this  workshop  was  to  assess  the  current  state  of 
knowledge  on  the  role  of  viral  protein  interactions  with  p53  in  human  cancer  and  to  determine  whether  or  not  there  are 
particular  research  areas  that  need  stimulation  in  the  form  of  grants.  This  RFA  is  issued  in  accordance  with  the  workshop 
recommendation  that  extramural  research  be  stimulated  in  this  area  with  set-aside  funds. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women  and 
minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical  studies,  a 
specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted 
for  review. 


NIH  Guide  for  Grants  and  Contracts  - Vot.  22,  No.  27  - July  30,  1993 

6 


LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  September  15,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel,  the  participating 
institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted.  Although  a letter 
of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  it  is  requested 
in  order  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be  reviewed.  It  allows  NCI  staff  to  estimate 
the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  May  Wong  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are  available 
at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248;  and  from  the  NCI 
Program  Director  named  below.  Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference 
attached  to  the  face  page  of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required  number 
of  reference  letters  will  be  considered  incomplete  and  will  be  returned  without  review. 

Applications  must  be  received  by  November  23,  1993.  Applications  received  after  that  date  will  be  returned  to  the  applicant. 
The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  announcement  that  is  essentially 
the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application.  The  DRG  will  not 
accept  any  application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude  the  submission  of 
substantial  revisions  of  applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing  the 
previous  critique. 

REVIEW  CONSIDERATIONS 

Those  applications  judged  to  be  both  competitive  and  responsive  will  be  evaluated  according  to  the  review  criteria  stated 
below  for  scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  Division  of  Extramural 
Activities,  NCI.  A second  level  of  review  will  be  done  by  the  National  Cancer  Advisory  Board  which  considers  the  special 
needs  of  the  NCI  and  the  priorities  of  the  National  Cancer  Program. 

1.  Extent  to  which  the  proposed  research  addresses  the  goals  of  the  RFA. 

2.  The  scientific  merit,  technical  and  medical  significance  of  the  proposed  research,  including  the  appropriateness  and 
adequacy  of  the  experimental  approach  and  methodology  proposed  to  carry  out  the  research.  Familiarity  with  the  proposed 
techniques  should  be  demonstrated,  e.g.,  by  the  presentation  of  preliminary  data. 

3.  The  research  experience,  expertise  and  qualifications  of  the  Principal  Investigator  and  proposed  staff  and/or 
collaborators  to  perform  the  proposed  experiments. 

4.  Documentation  of  the  adequacy  of  the  facilities  and  resources  necessary  to  perform  the  research. 

5.  Appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research. 

AWARD  CRITERIA 

The  earliest  anticipated  date  of  award  is  July  1,  1994. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA  and  inquiries  about  whether  or  not  specific 
proposed  research  would  be  responsive  are  encouraged.  The  Program  Director  welcomes  the  opportunity  to  clarify  any  issues 
or  questions  from  potential  applicants. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

May  Wong,  Ph.D. 

Division  of  Cancer  Etiology 
National  Cancer  Institute 
Executive  Plaza  North,  Room  540 
Bethesda,  MD  20892 
Telephone:  (301)  496-1953 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Joseph  H.  FitzGerald 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  Ext.  15 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number  93.393,  Cancer  Cause  and  Prevention  Research. 
Awards  are  made  under  the  authorization  of  the  Public  Health  Service  (PHS)  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  U.S.C.  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 
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SPACELAB  LIFE  SCIENCES-4.  NEUROLAB 


NIH  GUIDE.  Volume  22,  Number  27,  July  30,  1993 

ANNOUNCEMENT  OF  OPPORTUNITY  AVAILABLE:  NASA/NI H-94-001 

P.T.  34;  K.U.  0785005,  0705010,  1002030 

Canadian  Space  Agency 
Centre  National  d‘ Etudes  Spat i ales 
European  Space  Agency  Headquarters 
German  Space  Agency 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Science  Foundation 
National  Space  Development  Agency  of  Japan 
National  Aeronautics  and  Space  Acbnini  strati  on 
National  Institute  on  Aging 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Office  of  Naval  Research 

Letter  of  Intent  Receipt  Date:  October  1,  1993 
Application  Receipt  Date:  December  1,  1993 

THE  ANNOUNCEMENT  OF  OPPORTUNITY  DESCRIBED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION. 
POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  ANNOUNCEMENT  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Aeronautics  and  Space  Administration  (NASA),  in  collaboration  with  several  domestic  and  international  partners, 
announces  the  opportunity  for  participation  in  scientific  investigations  in  the  weightless  environment  of  the  Space  Shuttle. 
This  is  a Notice  of  Availability  of  an  Announcement  of  Opportunity  that  solicits  life  sciences  investigations  in  the 
neuroscience  disciplines  to  be  conducted  in  the  Space  Shuttle  laboratory,  Spacetab.  The  specific  instructions  and  regulations 
governing  the  application  format,  submission,  review,  and  award  are  defined  in  the  Announcement. 

The  President  of  the  United  States  declared  January  1990  as  the  beginning  of  the  "Decade  of  the  Brain."  This  Spacelab 
mission,  titled  "Neurolab, " has  been  established  as  part  of  NASA's  activities  in  the  "Decade  of  the  Brain."  The  primary  goal 
is  to  advance  scientific  knowledge  about  the  brain  and  the  nervous  system  and  apply  that  knowledge  to  maximize  human 
potential.  The  purpose  of  this  announcement  is  to  offer  the  neuroscience  community  the  opportunity  to  propose  distinct  and 
innovative  research  that  requires  the  unique  environment  of  space  flight. 

ELIGIBILITY  REQUIREMENTS 

All  institutions,  foreign  and  domestic,  including  universities,  industry,  NASA  Centers,  and  other  government  agencies  are 
eligible  to  submit  applications.  Applications  from  minority  (U.S.)  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

For  NIH  applications,  the  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  a cooperative  agreement 
(U01 ),  an  assistance  mechanism  in  which  substantial  NIH  and  other  Federal  government  scientific,  technical  and/or  programmatic 
involvement  with  the  awardee  is  anticipated  during  performance  of  the  activity;  details  are  provided  in  the  Announcement. 
For  other  partners,  applications  will  be  supported  through  appropriate  mechanisms  as  defined  by  each  partner.  During  the 
pre-award  definition  phase,  NASA  will  facilitate  and  support  the  investigators  and  investigator  teams  in  developing  integrated 
protocols  that  are  scientifically  optimal  and  that  will  maximize  the  use  of  resources  to  support  the  goals  of  each 
investigator. 

FUNDS  AVAILABLE 

It  is  estimated  that  six  to  eight  awards  will  be  made  by  the  NIH,  at  an  estimated  total  cost  of  $ 1.6  million  for  the  first 
year  of  support,  depending  on  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit  and  subject  to  the 
availability  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  investigations  to  be  funded  in  response  to  this  solicitation  will  be  conducted  on  the  Spacelab  Life  Sciences-4  (SLS-4) 
Neurolab  mission  planned  for  the  first  quarter  of  1998.  This  mission  will  be  between  two  to  three  weeks  in  duration.  The 
experiments  on  this  mission  will  be  conducted  primarily  in  the  Spacelab  module  with  limited  use  of  the  Shuttle  Middeck.  The 
Spacelab  module  will  be  configured  to  provide  the  resources  required  to  conduct  the  selected  neuroscience  investigations. 
Implementation  of  investigations  on  this  mission  is  limited  by  the  Space lab/Shuttle  environment,  available  facilities  and 
hardware,  animal  housing  facilities,  and  utilization  of  crewmembers  as  experimental  subjects  or  operators.  These  constraints 
are  further  defined  in  the  announcement. 

Applications  submitted  in  response  to  this  announcement  must  address  scientific  questions  that  are  related  to  the  neuroscience 
theme  and  require  the  conditions  of  space  flight.  These  conditions  include:  (1)  microgravity  and  a changing  G load  during 
launch,  flight,  and  reentry;  (2)  increased  radiation;  (3)  altered  temporal  cues;  (4)  isolation  and  confinement;  and  (5) 
physiological  and  psychological  changes  associated  with  space  flight  and  exposure  to  the  space  craft  environment.  The  unique 
research  environment  provided  by  the  Space  Shuttle  must  be  a necessary  aspect  of  the  proposed  investigations. 

Studies  are  being  solicited  in  the  following  research  areas: 

o Cell  and  Molecular  Neurobiotogy 
o Developmental  Neurobiology 
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o Sensory  and  Motor  Systems 

o Central  Nervous  System  Homeostasis  and  Adaptation 
o Behavior,  Cognition,  and  Performance 

A detailed  description  of  solicited  research  areas  is  provided  in  the  announcement. 

LETTER  OF  INTENT 

Those  persons  interested  in  responding  to  this  announcement  may  submit  a letter  of  intent  no  later  than  October  1,  1993. 
The  letter  of  intent  should  contain  the  name,  title,  affiliation,  mailing  address,  and  telephone  number  of  the  Principal 
Investigator;  name,  title,  affiliation,  mailing  address,  and  telephone  number  of  the  Co- Investigators;  and  a descriptive  title 
of  the  research. 

All  domestic  applicants  may  submit  a letter  of  intent  to: 

Neurolab  Program  Scientist 
AO  No.  NASA/NIH-94-001 

Life  and  Biomedical  Sciences  and  Applications  Division 
Code  UL 

NASA  Headquarters 
Washington,  DC  20546 

Foreign  Investigators  may  submit  a letter  of  intent  to  the  Neurolab  Program  Scientist  and  also  to: 

International  Relations  Division 
Code  IRD 

AO  No.  NASA/NIH-94-001 
NASA  Headquarters 
Washington,  DC  20546  U.S.A. 

The  letter  of  intent  is  for  information  and  planning  purposes  only  and  is  not  binding. 

APPLICATION  PROCEDURES 

A series  of  preapplication  meetings  will  be  held  to  provide  potential  applicants  information  to  assist  them  in  submitting 
an  application.  Presentations  about  previous  flight  experiments  and  information  concerning  the  submission,  review,  award, 
and  implementation  of  applications  will  be  provided  at  these  meetings.  NASA  officials  will  be  available  to  answer  questions 
and  discuss  issues  raised  by  researchers.  Attendance  is  open  to  all  potential  applicants.  Additional  information  may  be 
obtained  from  the  staff  listed  in  INQUIRIES. 

The  preapplication  meetings  will  be  held  at  the  following  places  and  dates: 

North  America 
August  23,  1993 

Northwestern  University,  Evanston,  Illinois 
Address  further  questions  concerning  this  meeting  to: 

Dr.  David  Liskowsky 
300  D Street,  SW,  Suite  801 
Washington,  DC  20024 
Telephone:  (202)  488-5130 
FAX:  (202)  479-2613 

Asia 

Held  on  July  21-22,  1993 
Europe 

Held  on  August  3,  1993 

Applications  submitted  in  response  to  the  announcement  must  be  prepared  in  accordance  with  the  General  Instructions  and 
Provisions  provided  in  the  Application  for  Public  Health  Service  Grants,  form  PHS  398  (rev.  9/91).  (Mote:  the  instructions 
for  Career  Development  and  National  Service  Awards  included  in  PHS  398  do  not  apply  to  Neurolab.)  Failure  to  follow  these 
instructions  may  preclude  consideration  of  the  application.  Copies  of  the  PHS  398  may  be  obtained  from  most  institutional 
offices  of  sponsored  research  and  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of 
Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

REVIEW  CONSIDERATIONS 

Applications  received  in  response  to  the  Announcement  will  be  evaluated  in  accordance  with  NIH  review  policies.  The 
scientific  peer  review  of  the  applications  will  be  managed  by  the  Division  of  Research  Grants,  NIH.  The  purpose  of  the 
initial  review  is  to  assess  the  scientific  and  technical  merit  of  the  applications  in  the  context  of  the  Announcement. 
Applications  will  be  further  reviewed  by  NASA  and  its  partners  for  implementation  feasibly  and  mission  accommodation 
requirements. 

Based  on  the  peer  review  evaluations  and  NASA's  assessment  of  feasibility  and  accommodation  requirements,  applications  will 
be  selected  for  further  definition.  A team  of  researchers  in  each  research  area  will  be  defined  and  investigator  teams  will 
be  formed.  The  investigator  teams  will  be  responsible  for  developing  integrated  protocols  to  accommodate  the  goals  of  each 
investigator.  Each  investigation  will  be  organized  and  conducted  by  an  investigator  team,  rather  than  an  individual 
investigator  with  an  individually  defined  protocol.  Final  confirmation  of  selection  and  award  will  follow  the  completion 
of  the  experiment  definition  and  mission  feasibility  studies. 
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The  fundamental  goal  of  the  investigation  solicitation  process  is  to  identify  unique  ideas  and  capabilities  that  best  suit 
the  overall  science  objectives  of  the  mission.  The  following  criteria  will  be  used  in  evaluating  applications  submitted  in 
response  to  this  announcement: 

o Scientific,  technical,  and/or  medical  significance  and  originality  of  the  proposed  research; 
o Appropriateness  and  adequacy  of  the  experimental  approach  and  methodology  to  be  used; 
o Requirement  for  the  space  environment; 

o Qualifications  for  the  Principal  Investigator  and  staff  in  the  area  of  the  research  and  the  Principal  Investigator's  prior 
research  experience  and  record; 

o Adequacy  of  the  available  facilities  and  hardware  required  to  carry  out  the  investigation; 

o Reasonableness  and  adequacy  of  justification  for  the  proposed  budget  and  duration  of  support  in  relation  to  the  proposed 
research; 

o Adequacy  of  the  proposed  means  for  protecting  against  adverse  effects  upon  humans,  vertebrate  animals,  and/or  the 
environment;  and 

o When  human  subjects  are  involved,  the  adequacy  of  plans  for  supporting  ground-based  research  to  involve  a study  population 
representative  of  the  crew,  which  usually  includes  both  men  and  women; 

Applications  determined  to  be  nonresponsive  or  noncompetitive  will  not  receive  detailed  review  and  the  applicant  Principal 
Investigator  and  Institutional  Official  will  be  informed. 

AUARD  CRITERIA 

Selection  will  be  made  from  highly  meritorious  applications  (as  determined  by  the  scientific  evaluation)  based  on  the 
following  criteria: 

o Relevance  to  mission  goals  and  objectives 
o Programmatic  interest  of  the  awarding  agency; 

o Distribution  of  science  among  research  areas  on  mission  and  use  of  resources; 
o Engineering  feasibility  as  determined  by  separate  engineering  review. 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Initial  Selection  of  Investigators  and  Investigator  Teams 
Experiment  Definition: 

Revised  Team  Proposal: 

Agency  Review: 

Final  Selection  Date: 

INQUIRIES 

Direct  requests  for  the  Announcement  and  additional  information  about  the  preapplication  meetings  to: 

Andrew  Monjan,  Ph.D. , M.P.H. 

National  Institute  on  Aging 
Gateway  Building,  Suite  3C307 
7102  Wisconsin  Boulevard 
Bethesda,  MD  20892 
Telephone:  (301)  496-9350 
FAX:  (301)  496-1494 

Daniel  A.  Sklare,  Ph.D. 

National  Institutes  on  Deafness  and  Other  Communication  Disorders 
Executive  Plaza  South,  Room  400-B 
6120  Executive  Boulevard 
Rockville,  MD  20892 
Telephone:  (301)  402-3461 
FAX:  (301)  402-6251 

William  Heetderks,  M.D.,  Ph.D. 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  916 
Bethesda,  MD  20892 
Telephone:  (301)  496-5745 

Christopher  Platt,  Ph.D. 

National  Science  Foundation 
1800  G Street,  NW,  Room  321 
Washington,  DC  20050 
Telephone:  (301)  357-7428 


October  1,  1993 
December  1,  1993 
June  1994 

July  1994  - January  1995 
January  1995 
February  1995 
June  1995 
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1993 


Joel  L.  Davis,  Ph.D. 

Office  of  Naval  Research 
800  North  Quincy  Street 
Arlington,  VA  22217-5660 
Telephone:  (703)  696-4744 

Dr.  Alan  Mortimer 

Chief,  Space  Life  Sciences 

Canadian  Space  Agency 

P.O.  Box  7275 

Station  Ottawa,  Ontario 

K1L8E2  CANADA 

Telephone:  (613)  990-0801 

Dr.  Heinz  Oser 
ESA  Headquarters 
8-10,  rue  Mario- Nik  is 
F-75738  Paris  Cedex  15 
FRANCE 

Telephone:  33-14-273-7318 
FAX:  33-14-273-7560 

Dr.  Antonio  Guel l 
CNES 

18,  Avenue  Edouard -Bel  in 
31055  Toulouse  Cedex 
FRANCE 

Telephone:  33-61 -28-2577 
FAX:  33-61-28-2228 

Dr.  Shunji  Nagaoka 

National  Space  Development  Agency  of  Japan 

Tsukuba  Space  Center 

2-1-1,  Sengen 

Tsukuba,  305  JAPAN 

Telephone:  81-298-52-2773 

FAX:  81-298-52-1597 

Prof.  Dr.  Gunter  Ruyters 
DARA  (German  Space  Agency) 

Life  Sciences  Section  (GN-WS3) 

Konigswinterer  StraBe  522-524 
P.O.Box  30  03  64 
D-5300  Bonn  3 GERMANY 
Telephone:  49-228-447-214 
FAX:  49-228-447-700 

AUTHORITY  AND  REGULATIONS 

For  NIH,  this  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.173.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC 
241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74  (and  92  when 
applicable  for  state  and  local  governments).  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

DIAGNOSTIC  CENTERS  FOR  PSYCHIATRIC  LINKAGE  STUDIES 

NIH  GUIDE.  Volume  22,  Number  27,  July  30,  1993 
RFA  AVAILABLE:  MH-93-006 

P.T . 34;  K.W.  0785185,  0745020,  0760015,  0715177,  0715180 
National  Institute  of  Mental  Health 
Application  Receipt  Date:  December  3,  1993 
PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  wishes  to  solicit  applications  to  use  the  resources  and  experience  of 
investigators  of  the  NIMH-funded  "Diagnostic  Centers  for  Psychiatric  Linkage  Studies"  to  complete  the  objectives  set  forth 
in  the  original  request  for  applications  (RFA)  for  this  program  (RFA:  MH-89-05)  and  to  support  the  research  necessary  to 
identify  genes  that  influence  susceptibility  to  Alzheimer's  disease,  bipolar  disorder,  and  schizophrenia.  The  NIMH 
anticipates  funding  three  centers  for  Alzheimer's  disease,  three  centers  for  schizophrenia,  and  three  centers  for  bipolar 
disorder  in  September  1994. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of  "Healthy 
People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Diagnostic  Centers  for  Psychiatric  Linkage 
Studies,  is  related  to  the  priority  area  of  mental  disorders  in  adults.  Potential  applicants  may  obtain  a copy  of  "Healthy 
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People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Only  currently  funded  Diagnostic  Centers  for  Psychiatric  Linkage  Studies  are  eligible  to  apply  for  up  to  three  years  of 
support.  The  nine  currently  active  Diagnostic  Centers  for  Psychiatric  Linkage  Studies  are  considered  uniquely  structured 
to  undertake  this  study  for  several  reasons:  use  of  a common  protocol  for  data  collection  that  has  included  uniform 
assessments  and  extension  rules  permitting  pooling  of  data  across  sites;  ability  to  follow  subjects  longitudinally  and  track 
changes  in  diagnoses  or  compare  diagnoses;  and  existing  infrastructure,  scope  and  aims,  and  multidisciplinary  staffing. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  cooperative  agreements  (U01).  Substantial  NIMH  programmatic  involvement  with  the  recipient  is 
anticipated  during  the  performance  of  the  planned  activity.  Prior  to  termination  of  this  Cooperative  Agreement,  NIMH  will 
evaluate  long-term  plans  for  resource  sharing  to  be  submitted  by  the  Principal  Investigators. 

FUNDS  AVAILABLE 

The  NIMH  expects  to  support  nine  cooperative  agreements  funded  during  fiscal  year  1994.  It  is  expected  that  up  to  $175,000 
in  direct  costs  will  be  available  for  each  cooperative  agreement  in  fiscal  year  1994. 

RESEARCH  OBJECTIVES 

Background 

The  role  of  genetic  factors  in  the  observed  familial  aggregation  is  well  supported  by  twin  and  adoption  studies  in 
schizophrenia  and  bipolar  disorder  and  in  twin  studies  of  Alzheimer's  disease.  However,  attempts  to  fit  genetic  models  to 
family  data  have  yielded  contradictory  results.  In  1987,  NIMH  began  to  develop  a program  to  study  the  genetic  basis  of 
vulnerability  to  these  three  disorders. 

The  NIMH  initiated  its  "Diagnostic  Centers  for  Psychiatric  Linkage  Studies"  in  fiscal  year  1989.  Three  centers  were  selected 
to  coordinate  the  assessment  and  collection  of  data  from  affected  sibling  pairs  and  family  members  with  Alzheimer's  disease, 
three  centers  for  probands  and  family  members  with  schizophrenia,  and  three  centers  for  bipolar  disorder,  in  addition  to  a 
fourth  center  for  bipolar  disorder  at  the  NIMH  Intramural  Research  Program. 

Concomitantly,  NIMH  established  resource  contracts  for  a National  Cell  Repository  (Coriell  Institute  for  Medical  Research) 
in  addition  to  a repository  of  clinical  information,  the  Data  Management  Center  (SRA,  Inc.). 

Research  Goals  and  Scopes 

This  extension  of  the  Diagnostic  Centers  for  Psychiatric  Linkage  Studies  project  is  intended  to  allow  completion  of  the 
collection  of  pedigree  data  and  blood  for  future  genetic  studies  and  for  longitudinal  follow-up  of  subjects  enrolled  in  the 
study. 

SPECIAL  REQUIREMENTS 

Terms  and  Conditions  of  Award 

Assistance  via  cooperative  agreements  differs  from  the  individual  research  project  grant  in  that  substantial  technical 
involvement  by  NIMH  staff  is  anticipated  during  the  performance  of  the  project.  It  is  the  right  and  responsibility  of  the 
awardees  to  control  and  direct  the  development,  conduct,  and  publication  of  their  studies  with  the  assistance  of  NIMH. 
Applicants  must  include  in  the  application  a plan  for  fulfilling  the  terms  of  cooperation  with  other  awardees  with  NIMH 
assistance.  Awardees  will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project  and  each 
applicant  will  be  responsive  to  the  requirements  and  conditions  set  forth  in  this  Letter  of  Solicitation.  Awardees  will 
retain  custody  of  and  primary  rights  to  all  identifiable  data  under  these  awards,  subject  to  NIMH  rights  of  access  and 
consistent  with  current  HHS,  PHS,  and  NIH  policies. 

The  data,  cell  lines,  and  DNA  produced  by  this  program  constitute  valuable  resources  that  cannot  readily  be  replicated  by 
other  investigators.  Therefore,  consistent  with  PHS  policy  relating  to  the  distribution  of  unique  research  resources  produced 
with  PHS  funding,  the  data  and  DNA  repositories  should  not  only  serve  the  needs  of  this  study,  but  they  should  be  a resource 
to  the  larger  scientific  research  community  as  well. 

Any  disagreement  that  may  arise  in  scientific  or  technical  matters,  not  resolved  by  the  normal  deliberations  of  the  Steering 
Committee,  or  a disagreement  regarding  scientific  collaboration  between  award  recipients  and  the  NIMH  staff  coordinators  may 
be  brought  to  mediation. 

These  Terms  and  Conditions  of  Award  are  in  addition  to,  and  not  in  lieu  of,  otherwise  applicable  0MB  administrative 
guidelines,  HHS  grant  administration  regulations  at  45  CFR  Part  74,  and  other  HHS,  PHS,  and  NIH  grant  administration  policies. 

Applicants  must  describe  plans  to  accommodate  these  requirements,  including  involvement  of  Institute  staff. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women  and 
minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical  studies,  a 
specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted 
for  review. 
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Protection  of  Human  Subjects 


The  Department  of  Health  and  Human  Services  has  regulations  for  the  protection  of  human  subjects  and  has  developed  additional 
regulations  (45  CFR  46,  Protection  of  Human  Subjects)  and  those  pertaining  specifically  to  children  are  available  from  the 
Office  of  Protection  from  Research  Risks,  National  Institute  of  Health,  Bethesda,  MD  20892,  telephone  301/496-7041.  Specific 

questions  concerning  protection  of  human  subjects  in  research  may  be  directed  to  NIMH  staff  members  listed  under  INQUIRIES. 

Al lowable  Costs 

Applicants  may  request  funds  for  salary,  research  costs,  consultants,  consortium/contractual  costs,  travel  (including  travel 
to  Steering  Committee  meetings),  alterations  and  renovations,  patient  costs,  equipment,  supplies,  other  allowable  expenses, 
and  appropriate  indirect  costs.  Cooperative  agreements  are  awarded  directly  to  the  applicant  institution.  Funds  may  be  used 
only  for  those  expenses  clearly  related  to  and  necessary  to  carry  out  the  project  and  must  be  expended  in  conformance  with 
the  Public  Health  Service  Grants  Policy  Statement  (rev.  10/90). 

APPLICATION  PROCEDURES 

Applications  are  to  be  prepared  on  the  form  PHS  398  (rev.  9/91).  These  forms  are  available  at  most  institutional  offices 
of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  The  RFA  label  available  in  the  PHS  398  (rev. 9/91) 
application  form  must  be  affixed  to  the  bottom  of  the  face  page  of  the  application.  Failure  to  use  this  label  could  result 
in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee  in  time  for  review.  In  addition, 
the  RFA  title  and  number  must  be  typed  on  line  2a  of  the  face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

A completed  original  application  and  five  copies  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westbard  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

This  is  a one-time-only  application  process  with  a receipt  date  of  December  3,  1993.  Applications  received  after  that  date 
will  be  returned  to  the  applicant’s  institutional  organization  without  review.  Scientific/technical  merit  review  will  take 
place  in  February  or  March  1994;  National  Advisory  Mental  Health  Council  review  will  be  in  May  1994,  with  a start  date  in 
September  1994. 

Applications  submitted  in  response  to  this  RFA  will  be  reviewed  in  accordance  with  the  usual  NIH  peer  review  procedures  for 
research  grant  applications.  Review  for  scientific  and  technical  merit  will  be  by  an  initial  review  group  (IRG)  convened 
by  NIMH  and  composed  primarily  of  non-Federal  scientific  experts,  and  by  the  National  Advisory  Mental  Health  Council. 

Review  Criteria 

Applications  will  be  judged  on  the  review  criteria  stated  in  the  RFA. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome.  Potential  applicants  may  seek  additional  information  and  consultation  from  the  NIMH  by 
contacting: 

Kate  Berg,  Ph.D.,  Chief 

Division  of  Clinical  and  Treatment  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  18C-14 
Rockville,  MD  20857 
Telephone:  (301)  443-3524 

Inquiries  pertaining  to  grants  management,  may  be  directed  to: 

Bruce  L.  Ringler,  Chief 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  7C-15 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATION 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242,  Mental  Health  Research  Grants.  Awards  are 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  as  implemented  through  DHHS 
Regulations  at  45  CFR  Part  100. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


DEVELOPING  AND  IMPROVING  INSTITUTIONAL  ANIMAL  RESOURCES 

NIH  GUIDE.  Volume  22,  Number  27,  July  30,  1993 

PAR  NUMBER:  PAR-93-102 

P.T.  34;  K.W.  1002002,  1014003 

National  Center  for  Research  Resources 

Application  Receipt  Date:  October  1,  1993 

PURPOSE 

The  National  Center  for  Research  Resources  (NCRR)  encourages  the  submission  of  individual  animal  resource  improvement  grant 
applications  from  biomedical  research  institutions.  Any  domestic  public  or  private  institution,  organization,  or  association 
is  eligible  to  apply  for  this  grant  if  the  institution  has  one  or  more  research  projects  supported  by  the  Public  Health 
Service  (PHS)  that  involve  the  use  of  laboratory  animals.  The  major  objectives  of  this  program  are  to  upgrade  animal 
facilities,  develop  administratively  centralized  programs  of  animal  care,  and  enable  institutions  to  comply  with  the  USDA 
Animal  Uelfare  Act  and  DHHS  policies  related  to  the  care  and  use  of  laboratory  animals.  These  awards  require  matching  funds 
from  the  awardee  institution.  Support  is  limited  to  alterations  and  renovations  (A&R)  to  improve  laboratory  animal 
facilities,  and  the  purchase  of  major  equipment  items  for  animal  resource,  diagnostic  laboratory,  transgenic  animal  resources, 
or  similar  associated  activities. 

ELIGIBILITY  REQUIREMENTS 

Any  domestic  public  or  private  institution,  organization,  or  association  is  eligible  to  apply  for  this  grant  if  it  meets  the 
above  requirement.  Institutions  and  commercial  firms  providing  only  services  or  products  and  without  a clearly  defined  animal 
related  research  component  are  not  eligible  to  apply.  Also,  this  program  will  not  support  requests  for  equipment  used  for 
teaching  purposes  and  for  housing  non-research  animals.  Applications  from  other  Federal  agencies  or  institutions  (e.g.. 
Department  of  Veterans  Affairs)  are  limited  to  requests  for  equipment  only.  Applicants  may  not  submit  more  than  one 
application  or  apply  for  other  NCRR  support  for  developing  and  improving  institutional  animal  resources  in  the  same  Federal 
fiscal  year. 

For  purposes  of  these  guidelines,  an  11  institution"  is  defined  as  the  organizational  component  identified  in  item  14,  form 
PHS  398  (rev.  9/91)  page  1,  for  which  descriptive  information  is  provided  on  page  15  in  the  grant  application  form  PHS  398 
kit.  Separate  applications  may  be  submitted  from  different  colleges  or  schools  on  the  same  campus  of  a university  within 
the  same  Federal  fiscal  year  if  they  have  different  organizational  component  codes.  If  this  is  done,  documentation  from  an 
appropriate  institutional  official,  stating  that  the  applications  are  part  of  a coordinated,  campus-wide  plan  to  improve  the 
animal  facilities,  must  be  provided.  The  applicant  institution  is  strongly  encouraged  to  develop  a single  application  for 
a campus-wide  program  with  a single,  centralized  animat  care  program  whenever  possible  or  feasible. 

A separate  grant  program  for  animal  facility  improvement  is  available  for  research  institutions  receiving  less  than  $1,500,000 
(direct  costs)  of  PHS  support  for  research  projects  during  the  most  recently  completed  Federal  fiscal  year.  These 
institutions  may,  if  they  desire,  compete  for  funding  under  either  program,  but  not  both  in  a single  fiscal  year. 

MECHANISM  OF  SUPPORT 

The  mechanism  available  for  the  support  of  improvement  projects  is  the  Grant  for  Repair,  Renovation,  and  Modernization  of 
Existing  Research  Facilities  (G20).  Requests  are  limited  to  A&R  to  improve  existing  laboratory  animal  facilities,  allowable 
fees  associated  with  the  A&R  project,  and  major  resource  equipment  related  to  the  improvement  project,  such  as  animal  cage 
systems  and  cage  washers.  Requests  for  new  construction,  including  the  completion  of  shell  space,  and  equipment  intended 
for  teaching  or  non-research  purposes  are  not  allowable.  Requests  for  basic  general  purpose  equipment  items  for  centralized 
surgeries,  diagnostic  laboratories,  transgenic  animal  facilities,  and  other  similar  associated  activities  are  allowable  when 
well  justified  and  integral  to  the  proposed  project.  However,  a single  item  of  equipment  or  an  aggregate  of  identical 
equipment  items  must  have  a total  cost  of  at  least  $1,000.  The  total  budget  request  for  the  improvement  grant  application 
and  award  is  limited  to  $700,000  (direct  costs),  of  which  not  more  than  $500,000  may  be  used  for  alterations  and  renovations. 
Matching  funds  from  non-Federal  sources  are  required,  equal  to  or  exceeding  one-third  of  the  total  allowable  costs  (equipment 
and  A&R)  of  the  requested  project  ($2  Federal  to  $1  non-Federal).  These  matching  funds  must  be  applied  to  the  specific 
project  described  in  the  application  and  cannot  be  met  by  citing  other  expenditures. 

Improvement  grants  are  not  intended  to  provide  general  operational  support  for  the  resource  (e.g.,  funding  for  personnel, 
consumable  supplies  for  routine  animal  care,  or  small  equipment  items)  or  to  provide  specialized  research  equipment  or 
facilities  for  use  by  only  a few  investigators.  Because  the  nature  and  scope  of  the  proposed  projects  submitted  in  response 
to  this  announcement  will  vary,  it  is  anticipated  that  the  size  of  the  awards  will  vary  also. 

RESEARCH  OBJECTIVES 

Animal  resource  improvement  grants  are  awarded  to  assist  biomedical  research  institutions  in  upgrading  animal  facilities  and 
developing  administratively  centralized  and  uniformly  effective  programs  of  research  animal  care.  Another  major  objective 
is  to  assist  insti tut  ions  in  complying,  and  maintaining  compl iance,  with  provisions  of  the  Animal  Welfare  Act  and  PHS  policies 
related  to  the  care  and  use  of  laboratory  animals. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  The  single  annual  receipt  date  for  these  applications  is 
October  1.  Application  forms  may  be  obtained  from  the  institutions  office  of  sponsored  research  and  from  the  Office  of  Grants 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  594-7248.  Applications  received  by  this  deadline  will  receive  February/March  initial  peer  review,  May/June 
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review  by  the  National  Advisory  Research  Resources  Council,  and  will  have  an  earliest  possible  award  date  of  July  1. 
Applications  received  after  the  October  1 deadline  will  be  returned  to  the  applicant  without  review. 

Current  guidelines  for  this  program  may  be  requested  from  the  Laboratory  Animal  Sciences  Program,  CMP.  These  guidelines  must 
be  followed  in  detail.  Applications  not  adhering  to  these  guidelines  will  be  considered  non- respons i ve  to  this  program  and 
will  be  returned  to  the  applicant  without  review. 

The  completed  original  application  (signed  original  including  appendices,  if  any ) and  three  copies  must  be  sent  or  delivered 

to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892-4500** 

Simultaneously,  two  additional  copies  (with  appendices,  if  any)  must  be  sent  under  separate  cover  to: 

Scientific  Review  Administrator 
Comparative  Medicine  Review  Committee 
National  Center  for  Research  Resources 
Westwood  Building,  Room  10A16 
Bethesda,  MD  20892-4500 

REVIEW  CONSIDERATIONS 

All  applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  review  committee  managed  by  the  Office 
of  Review,  NCRR.  Second  level  review  will  be  provided  by  the  National  Advisory  Research  Resources  Council  (NARRC).  Review 
of  the  applications  will  be  based  on  scientific  merit,  technical  soundness,  and  cost  effectiveness.  Review  criteria  are 
listed  in  the  supplemental  program  guidelines. 

AWARD  CRITERIA 

Applications  will  compete  with  all  other  applications  assigned  to  the  Comparative  Medicine  Program,  NCRR.  An  institution 
must  have  current  PHS  funding  for  research  involving  laboratory  animals  to  be  eligible  for  an  award.  The  following  wilt  also 
be  considered  when  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Institutional  assurance  of  non- federal  matching  funds 
o Availability  of  funds 

INQUIRIES 

Inquiries  about  specific  improvement  program  guidelines  and  detailed  instructions  for  application  are  encouraged  and  may  be 

directed  to: 

Dr.  Cynthia  L.  Pond 

Comparative  Medicine  Program 

National  Center  for  Research  Resources 

Westwood  Building,  Room  857 

Bethesda,  MD  20892 

Telephone:  (301)  594-7933 

FAX:  (301)  594-9149 

Requests  for  guidelines  must  include  two  self-addressed  mailing  labels. 

Questions  regarding  fiscal  matters  may  be  directed  to: 

Mr.  Paul  Karadbi l 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 
Telephone:  (301)  594-7955 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.306,  Laboratory  Animal  Sciences  and  Primate 
Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law 
78.410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 


••THE  MAIUNG  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN 
THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAIUNG  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPUCANTS  WHO  USE  EXPRESS 
MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR 

THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

HUMAN  FETAL  TISSUE  CHARACTERIZATION  FOR  TRANSPLANTATION  (RFA  HD-94-006)  1 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Neurological  Disorders  and  Stroke 

INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT;  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES;  NEUROLOGICAL  DISORDERS,  STROKE 


ROLE  OF  THE  MICROENVIRONMENT  IN  BREAST  AND  PROSTATE  CANCER  (RFA  CA-93-037)  . 4 

National  Cancer  Institute 
INDEX:  CANCER 

MULTICOMPONENT  VACCINE  DEVELOPMENT  (RFA  AI -93-017)  6 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

IMMUNE  RECONSTITUTION  OF  HIV-INFECTED  INDIVIDUALS  (RFA  AI-93-012)  . 8 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES;  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 


ERRATUM 

CENTERS  FOR  AIDS  RESEARCH/CORE  SUPPORT  GRANT  (CFAR/CSG)  (RFA  AI-93-014)  11 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institute  of  Mental  Health 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES;  MENTAL  HEALTH 

This  publication  is  available  electronically  to  institutions  via  BTTNET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 
HUMAN  FETAL  TISSUE  CHARACTERIZATION  FOR  TRANSPLANTATION 
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RFA  AVAILABLE:  HD-94-006 

P.T.  34;  K.W.  0705035,  0745065,  0780005 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Neurological  Disorders  and  Stroke 

Letter  of  Intent  Receipt  Date:  October  1,  1993 
Application  Receipt  Date:  November  19,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

This  RFA  has  been  developed  to  encourage  research  on  the  standards  and  methods  for  identifying  and  characterizing  optimal 
human  fetal  tissue  for  use  in  transplantation  therapy.  Joint  funding  by  the  National  Institute  of  Child  Health  and  Human 
Development  (NICHD),  the  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK),  and  the  National 
Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  reflects  the  extent  of  interest  in  evaluating  human  fetal  tissues 
and  their  biological  potentials.  Attention  should  be  given  to  proper  collection,  processing,  culturing  and  preserving 
these  tissues  to  assure  highest  quality  control.  This  research  should  consider  addressing  methods  for  acquisition, 
establ i shing  morphologi c status,  determining  developmental  age  and  viability,  assessing  steri  l i ty  and  genetic  normal i ty, 
preserving  by  cryopreservation,  and  establishing  cell  lines. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Human  Fetal  Tissue 
Characterization  for  Transplantation,  is  related  to  the  priority  areas  of  maternal  and  infant  health,  and  diabetes  and 
chronic  disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1),  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories  and  units  of  state  and  local  governments.  Applications  from 
investigators  who  are  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  solicits  applications  that  will  be  awarded  as  NIH  research  project  grants  (ROIs).  The  duration  of  these  awards 
is  to  be  four  years.  This  announcement  is  for  a single  competition  and  the  application  receipt  date  is  November  19, 
1993. 

FUNDS  AVAILABLE 

It  is  anticipated  that  up  to  six  grants  will  be  awarded  under  this  program,  contingent  upon  receipt  of  a sufficient 
nunber  of  meritorious  applications  and  the  availability  of  funds.  To  fund  these  awards,  SI, 000, 000  has  been  set  aside 
for  the  direct  costs  in  the  first  year. 

RESEARCH  OBJECTIVES 

The  use  of  hLinan  fetal  tissue  transplants  has  been  advocated  for  several  years  as  a means  of  treating  a number  of 
devastating  diseases.  Fetal  tissue  transplants  may  allow  replacement  of  tissues  and  cell  products  that  have  been 
damaged,  destroyed,  or  that  never  developed  properly  due  to  disease  or  a genetic  disorder.  These  maladies  are  life 
threatening  unless  intervention  is  instituted. 

Childhood  diseases  such  as  inborn  errors  of  metabolism,  immune  deficiencies  and  other  entities  are  being  considered  for 
very  early  treatment  using  fetus-to-fetus  transplants.  Diseases  such  as  insu l in- dependent  diabetes  mellitus  (IDDM)  and 
Parkinson's  Disease  are  also  prospective  candidates  for  transplantation  therapy.  The  results  of  the  Diabetes  Control 
and  Complications  Trial  demonstrate  the  profound  importance  of  glucose  control  in  the  prevention  of  Diabetic 
complications.  Thus,  transplantation  therapy  offers  new  avenue  for  tighter  glucose  control  in  IDDM  patients.  Initial 
results  of  surgical  transplantation  in  Parkinson's  Disease  for  a small  number  of  cases  hold  considerable  promise  although 
more  definitive  study  and  evaluation  are  required. 

There  is  currently  considerable  interest  in  the  therapeutic  use  of  fetal  tissues  for  the  treatment  of  incurable  and 
chronic  diseases,  both  from  the  medical  and  the  basic  science  community.  Methods  should  be  considered  to  optimize  and 
standardize  the  handling  and  processing  of  fetal  tissues  as  well  as  their  preservation  and  storage.  It  is  evident  that 
better  characterization  of  these  more  immature  fetal  tissues  is  required  to  assure  optimal  therapeutic  results.  Improved 
knowledge  of  the  potential  of  these  cells  will  define  their  roles  in  normal  developmental  processes  based  on  their 
developmental  age  and  biological  potential,  and  will  improve  their  usefulness  in  replacement  therapy. 

T issue  Col lect i on 

Appropriate  collaboration  with  clinicians  will  be  required  to  obtain  necessary  tissue  in  a timely  fashion  and  collected 
in  a manner  suitable  for  the  scheduled  tissue  processing.  Accurate  assessment  of  developmental  age,  gross  examination 
of  tissues,  and  grading  of  tissues  for  viability  will  also  require  a pathology/teratology  assessment.  In  obtaining 
medical  histories  and  serological  screening  of  contributors  of  the  products  of  conception  for  this  research,  appropriate 
informed  consent  must  be  obtained. 

Evaluation  of  pathogenic  contaminants,  cytogenetic  studies  and  assessment  of  genetic  mutations  in  at-risk  specimens  are 
research  areas  to  be  included.  Applicants  should  be  able  to  demonstrate  immunologic  and  transplantation  expertise  and 
have  available  established  tissue  culture  facilities  with  the  expertise  for  growing,  characterizing,  cryopreserving  and 
maintaining  suitable  fetal  cell  lines. 

Data  Collection 

The  data  from  these  studies  should  be  used  to  address  the  quality  and  efficacy  of  the  tissues  under  investigation  for 
transplantation  therapy.  This  information  should  be  applicable  to  the  establishment  of  protocols  and  tissue  processing 
innovations. 

SPECIAL  REQUIREMENTS 

The  fetal  tissue  acquisition  and  handling  must  comply  with  the  regulations  for  Federal  Funding  of  Fetal  Tissue 
Transplantation  Research  as  set  forth  in  the  NIH  Guide  for  Grants  and  Contracts,  Volume  22,  Number  11,  March  19,  1993. 

It  is  expected  that  at  least  two  meetings  per  year  in  the  Washington,  DC  area  of  the  awardees,  NIH  staff,  and  NIH 
consultants,  during  both  the  first  and  subsequent  years,  will  be  required  to  assess  progress  and  workscope.  These 
meetings  will  be  of  benefit  to  the  grantees  and  will  allow  them  to  address  unforeseen  difficulties,  establish 
collaborative  efforts  and  assess  the  schedule  of  progress.  The  grantees  will  retain  primary  authority  and  responsibility 
for  the  work.  Funds  for  this  travel  should  be  requested  in  the  application. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  October  1,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research;  the  name,  address,  and  telephone  number  of  the  Principal  Investigator;  the  identities  of  other 
key  personnel  and  participating  institutions;  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It 
allows  NICHD,  NIDDK,  and  NINDS  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the 
review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Delbert  H.  Dayton  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248.  The  RFA  label  available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page. 
Failure  to  use  this  label  could  result  in  delayed  processing  of  an  application  such  that  it  may  not  reach  the  review 
committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the  face  page  of  the 
application  form  and  the  YES  box  checked.  Submit  a signed,  typewritten  original  of  the  application,  including  the 
Checklist,  and  three  signed,  exact  photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Susan  Streufert,  Ph.D. 

Division  of  Scientific  Review 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  5E03 
Bethesda,  MD  20892 

REVIEU  CONSIDERATIONS 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  and  reviewed  for  completeness.  Incomplete 
applications  will  be  returned  to  the  applicant.  NICHD,  NIDDK,  and  NINDS  staff  will  review  the  applications  for 
responsiveness  to  the  RFA.  Applications  judged  to  be  nonresponsive  will  be  returned.  Responsive  applications  may  be 
subjected  to  a triage  by  a peer-review  group  to  determine  the  scientific  merit  relative  to  the  other  applications 
received  in  response  to  this  RFA.  NIH  wilt  withdraw  from  competition  those  applications  judged  to  be  noncompetitive 
and  will  notify  the  applicant  and  institutional  official.  Those  applications  judged  to  be  competitive  will  be  further 
evaluated  for  scientific/technical  merit  by  a review  group  convened  solely  for  this  purpose  by  the  Division  of  Scientific 
Review,  NICHD.  Following  review  by  the  Initial  Review  Group,  applications  will  be  evaluated  by  the  appropriate  assigned 
Advisory  Councils  for  program  relevance  and  policy  issues  before  awards  for  meritorious  applications  are  made. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  welcome.  Direct  inquiries  regarding  programmatic  issues, 
requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Delbert  H.  Dayton,  M.D. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Executive  Boulevard,  Room  4B01 

Bethesda,  MD  20892 

Telephone:  (301)  496-5541 

Joan  T.  Harmon,  Ph.D. 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  622 
Bethesda,  MD  20892 
Telephone:  (301)  594-7565 

Eugene  J.  Oliver,  Ph.D. 

Division  of  Demyel inat ing,  Atrophic,  and  Dementing  Disorders 
National  Institute  of  Neurological  Disorders  and  Stroke 
7550  Wisconsin  Avenue,  Room  806 
Bethesda,  MD  20892 
Telephone:  (301)  496-1431 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Mary  El len  Colvin 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A17 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 
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Ms.  Betty  E.  Bai ley 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

Mr.  George  Tucker 

Division  of  Extramural  Activities 

National  Institute  of  Neurological  Disorders  and  Stroke 
7550  Wisconsin  Avenue,  Room  1004 
Bethesda,  MD  20892 
Telephone:  (301)  496-9231 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.847,  93.853,  93.854,  and  93.865.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 

ROLE  OF  THE  MICROENVIRONMENT  IN  BREAST  AND  PROSTATE  CANCER 

NIH  GUIDE.  Volume  22,  Number  28,  August  6,  1993 
RFA  AVAILABLE:  CA-93-037 

P.T.  34;  K.W.  0715036,  1002004,  1002008,  0760025 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  September  10,  1993 
Application  Receipt  Date:  November  23,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Cancer  Biology  Branch,  Division  of  Cancer  Biology,  Diagnosis  and  Centers  (DCBDC)  at  the  National  Cancer  institute 
(NCI),  in  collaboration  with  the  Chemical  and  Physical  Carcinogenesis  Branch,  Division  of  Cancer  Etiology  (DCE),  NCI, 
invites  investigator-initiated  research  grant  applications  to  elucidate  the  molecular  interactions  among  the  cell 
populations  of  human  breast  and  prostatic  cancer  that  contribute  to  malignant  progression.  New  and  experienced 
investigators  in  relevant  fields  and  disciplines  may  apply  for  funds  to  pursue  this  research. 

The  aim  of  this  RFA  is  to  foster  application  of  recent  advances  in  molecular  and  cellular  biology,  using  appropriate 
model  systems,  to  study  the  effects  of  tumor  cell-stroma  interactions  relevant  to  tumor  development  and  progression  in 
human  breast  and  prostatic  tissues.  A multidisciplinary  approach  involving  interactions  among  basic  and  clinical 
scientists  is  encouraged. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Role  of  the  Microenvironment 
in  Breast  and  Prostate  Cancer,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public 
and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible 
agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  RFA  will  be  by  National  Institutes  of  Health  (NIH)  individual  research  project  grants  (R01). 
Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 
The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  four  years.  Awards 
wi  1 1 be  administered  under  PHS  grants  policy  as  stated  in  Publ ic  Health  Service  Grants  Policy  Statement,  DHHS  Publ i cat  ion 
No.  (OASH)  90-50,000,  revised  October  1,  1990.  The  anticipated  award  date  is  July  1,  1994.  This  RFA  is  a one-time 
solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all  investigator-initiated 
applications  and  be  reviewed  according  to  the  customary  NIH  peer  review  procedures. 
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FUNDS  AVAILABLE 


Approximately  $2,000,000  in  total  costs  per  year  for  up  to  four  years  will  be  committed  to  fund  applications  submitted 
in  response  to  this  RFA.  It  is  anticipated  that  up  to  twelve  awards  will  be  made.  This  level  of  support  is  dependent 
on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for 
in  the  financial  plans  of  the  NCI,  awards  pursuant  to  this  RFA  are  contingent  upon  the  availability  of  furxis  for  this 
purpose. 

RESEARCH  OBJECTIVES 

This  RFA  is  intended  to  encourage  a variety  of  investigator-initiated  research  projects  to  use  appropriate  model  systems 
that  take  into  consideration  the  highly  interactive  environment  of  the  tumor  cells,  as  welt  as  the  contributions  of  the 
tumor  and  host  cells  to  the  growth  and  metastatic  spread  of  breast  or  prostatic  carcinomas.  It  is  also  important  to 
delineate  the  genetic  and  environmental  factors  involved  in  stromal-epithelial  interactions  which  are  relevant  to 
malignant  progression  of  hormonally  regulated  tumors.  It  may  include  collaborations  among  basic  and  clinical  scientists 
and  should  embrace  an  array  of  molecular  and  cellular  approaches.  Evidence  of  the  establishment  of  reliable  tumor  cell 
systems  or  relevant  tumor  models  should  be  included  in  the  application.  Applications  that  propose  to  explore 
interactions  of  the  stroma  with  only  normal  epithelium  will  not  be  considered  responsive  to  the  RFA. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  in  study  populations.  If  minorities  are  not  included  in  the  study  populations  for  clinical  studies,  a 
specific  justification  for  this  inclusion  must  be  provided.  App  l i cat  ions  without  such  documentation  wi  1 1 not  be  accepted 
for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  September  10,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 

may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 

subsequent  applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It 
allows  NCI  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review.  The  letter 
of  intent  is  to  be  sent  to  Dr.  Suresh  Mohla  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 

available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 

Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892-9912,  telephone 
301/594-7248. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  staff  for  completeness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Complete  applications  will  be  evaluated 

by  NCI  program  staff  to  determine  if  they  are  responsive  to  the  program  requirements  and  criteria  stated  in  this  RFA. 

Applications  may  receive  a preliminary  scientific  peer  review  (triage)  by  an  NCI  peer  review  group  on  the  basis  of 
relative  competitiveness.  The  NIH  will  withdraw  from  further  competition  those  applications  judged  to  be  non- 
competitive for  award  and  notify  the  applicant  Principal  Investigator  and  institutional  official. 

Those  applications  judged  to  be  responsive  and  competitive  will  be  further  evaluated  according  to  the  review  criteria 
stated  below  for  scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  Division  of 
Extramural  Activities,  NCI.  The  second  level  of  review  by  the  National  Cancer  Advisory  Board  considers  the  special  needs 
of  the  Institute  and  the  priorities  of  the  National  Cancer  Program. 

Review  criteria  for  evaluating  the  scientific  merit  of  this  RFA  include: 

o extent  to  which  the  proposed  research  addresses  the  goals  of  the  RFA 
o scientific  and  technical  significance  and  originality  of  proposed  research 

o appropriateness  and  adequacy  of  the  experimental  approach,  and  potential  relevance  of  the  model  system  to  human  breast 
or  prostate  cancer 

o qualifications  and  research  experience  of  the  Principal  Investigator  and  staff 
o appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  the  potential 
applicants  are  welcome.  Direct  requests  for  the  RFA,  inquiries  regarding  programmatic  issues,  and  address  the  letter 
of  intent  to: 

Dr.  Suresh  Mohla 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  505 

Bethesda,  MD  20892 

Telephone:  (301)  496-7028 
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Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Robert  Hawkins 
Grants  Management  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MO  20892 
Telephone:  (301)  496-7800  ext.  13 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.396,  Cancer  Biology.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  ackninistered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 

MULT  I COMPONENT  VACCINE  DEVELOPMENT 


NIH  GUIDE.  Voline  22,  Nunber  28,  August  6,  1993 

RFA  AVAILABLE:  AI-93-017 

P.T.  34;  K.U.  0740075,  1002045,  0710070 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  October  1,  1993 
Application  Receipt  Date:  November  24,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOU.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Division  of  Microbiology  and  Infectious  Diseases  of  the  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID) 
announces  the  availability  of  an  RFA  for  research  that  will  lead  to  the  design  of  new  innovative  approaches  for  the 
synthesis  and  development  of  combination  vaccines.  The  objective  of  this  project  is  to  examine  basic  research  approaches 
toward  the  development  of  multivalent  vaccines  which  would  provide  safe  and  long  lasting  immunity  to  multiple  agents 
while  providing  maximum  safety,  immunogenici ty,  and  efficacy  in  the  fewest  doses  possible.  Multicomponent  (multivalent) 
combination  vaccines  containing  antigens  to  viral  and/or  bacterial  components  provide  many  distinct  advantages  over 
conventional  vaccines  and  allow  for  the  introduction  of  "disease-specific",  "age-specific"  and  "duration-specific" 
designer  vaccines.  The  development  of  combination  vaccines  will  greatly  facilitate  the  implementation  of  the  universal 
vaccination  programs  required  to  bring  under  control  serious  infectious  diseases  worldwide. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Multicomponent  Vaccine 
Development,  is  related  to  the  priority  area  of  immunization  and  infectious  diseases.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Somiary  Report: 
Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Awards  made  under  this  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (R01). 
Responsibility  for  the  planning,  direction  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 
The  total  project  period  for  applications  submitted  by  domestic  institutions  in  response  to  the  present  RFA  may  not 
exceed  four  years;  the  total  project  period  for  applications  submitted  by  foreign  institutions  may  not  exceed  three 
years.  The  earliest  possible  award  date  is  July  1,  1994. 

Applicants  are  encouraged  to  coordinate,  through  the  use  of  consortium  arrangements  or  subcontracts,  integrated 
approaches  with  individuals  or  institutions  having  relevant  reagents  and  expertise  in  their  use,  demonstrated  ability 
in  a particular  area  of  relevant  research,  or  access  to  relevant  patient  populations  so  as  to  accelerate  technical 
progress  and  clinical  development  of  promising  therapies.  Because  the  nature  and  scope  of  the  research  proposed  in 
response  to  this  RFA  may  vary,  it  is  anticipated  that  the  amounts  of  the  awards  will  vary  also. 

This  RFA  is  a one-time  solicitation.  Future  competing  continuation  applications  will  compete  with  all  unsolicited 
invest igator- ini tiated  applications  and  be  reviewed  by  an  appropriate  study  section  according  to  customary  NIH  referral 
and  peer  review  procedures. 
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FUNDS  AVAILABLE 


The  estimated  level  of  support  (total  direct  and  indirect  costs)  for  the  entire  program  for  the  first  year  is  % 1.5 
million.  The  M I A 1 0 anticipates  making  a minimum  of  four  new  awards. 

RESEARCH  OBJECTIVES 

The  ability  to  selectively  eradicate  various  childhood  diseases  through  the  development  of  immunization  programs  that 
incorporate  new  emerging  technologies  for  the  creation  of  improved,  safe  and  efficacious  vaccines  is  a primary  aim  of 
N I A I D and  also  the  Children's  Vaccine  Initiative  (CVI)  Program.  A major  concept  advanced  by  this  program  is  the  idea 
of  providing  fewer  doses  of  vaccine  to  help  facilitate  delivery  and  broaden  the  coverage  of  immunization. 

Barriers  to  the  development  of  multicomponent  vaccines  are  not  merely  technological,  but  will  require  scientific  advances 
in  a number  of  areas  in  basic  science  and  infectious  diseases.  One  of  the  most  complex,  but  basic  issues  that  needs 
to  be  resolved  is  the  problem  of  incorporating  fundamentally  different  products  or  antigens  into  a single  matrix.  For 
example,  at  this  time  we  are  not  able  to  mix  attenuated  live  agents  with  killed  agents  such  as  oral  polio  vaccine  and 
Haemophilus  influenzae  type  b conjugate  vaccines.  The  current  proposed  approach  for  making  combination  vaccines  is 
restricted  to  mixing  either  a series  of  antigens  or  other  "like"  inwunogens  in  a single  dose.  Additional  research  is 
needed  to  better  understand  the  immunologic  basis  for  incompatibility/compatibility  among  disparate  antigens. 
Furthermore,  the  development  of  vaccines  to  diseases  that  produce  systemic  infection  may  differ  significantly  from  those 
in  which  infection  occurs  at  mucosal  or  other  epithelial  surfaces. 

One  of  the  many  new  vaccine  strategies  focuses  on  the  identification  of  protective  epitopes  against  specific  organisms. 
Often  these  organisms  represent  only  one  of  the  many  pathogens  associated  with  the  disease  state.  One  such  example  is 
the  complex  etiology  of  pneumonia.  A significant  aspect  of  this  new  vaccine  strategy  would  be  to  develop  vaccines 
composed  of  relevant  portions  of  multiple  pathogens  associated  with  a particular  disease  (e.g.,  pneumonia),  or  a 
particular  need  (e.g.,  children).  The  development  of  large  vector  systems  with  ability  to  express  multiple  foreign  genes 
using  a single  injection,  or  newly  constructed  novel  attenuated  viruses  with  defined  genetic  mutations  may  provide 
opportunities  to  evaluate  this  strategic  approach.  Other  strategies  include  the  use  of  viral  peptides,  which  contain 
several  viral  specific  epitopes,  that  could  be  used  as  carriers  for  capsular  polysaccharide  bacterial  antigens  from 
various  infectious  organisms. 

The  overall  major  objective  of  this  initiative  is  to  encourage  basic  research  in  developing  new  approaches  for  making 
combination  vaccines  that  demonstrate  the  capacity  to  protect  against  multiple  human  pathogens  in  the  fewest  doses 
possible.  Efforts  are  needed  to  refocus  vaccine  development  strategies  toward  attaining  maximal  clinical  outcomes  for 
various  childhood  diseases  using  new  and  creative  technologies.  These  advanced  technologies  will  provide,  hopefully, 
new  alternatives  to  current  approaches  in  viral  and  bacterial  vaccine  development.  Applicants  are  encouraged  to  propose 
innovative  approaches  to  the  production  of  multicomponent  vaccines  and  to  consider  other  relevant  issues  such  as 
antigenic  competition,  stability,  valence  limitations,  antigen  processing,  and  immune  recognition  and  lymphocyte 
act i vat i on. 

SPECIAL  REQUIREMENTS 

NIAID  program  staff  will  organize  annual  meetings  in  Bethesda  that  Principal  Investigators  and  other  key  members  (as 
designated  by  the  Principal  Investigators)  of  the  projects  are  encouraged  to  attend  to  discuss  progress.  Funds  for 
travel  to  these  meetings  should  be  included  in  the  budget. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  1,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  names  and  affiliations  of  proposed  key  investigators,  and  the  number  and  title  of  the  RFA 
in  response  to  which  the  application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding, 
and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  allows  NIAID  staff  to 
estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  The  letter  of  intent 
is  to  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  the  standard  application  form  for  research  grants. 
Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Bui Iding,  Room  449,  Bethesda, 
MD  20892,  telephone  301/594-7248.  Applicants  must  adhere  to  the  format  and  requirements  specified  in  the  PHS  398 
application  kit.  The  receipt  date  for  applications  is  November  24,  1993. 

The  signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  exact  copies  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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At  the  time  of  submission,  two  additional  copies  must  also  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under 
INQUIRIES. 

To  ensure  their  review,  applications  must  be  received  by  both  the  Division  of  Research  Grants  (DRG)  and  Dr.  Olivia  Preble 
by  the  application  receipt  date.  Applications  not  received  on  the  receipt  date  will  be  considered  non- responsive  and 
will  be  returned  to  the  applicant  without  review.  If  the  application  submitted  in  response  to  this  RFA  is  substantially 
similar  to  a grant  application  already  submitted  to  the  NIH  for  review,  but  which  has  not  yet  been  reviewed,  the 
applicant  will  be  asked  to  withdraw  either  the  pending  application  or  the  new  one.  Simultaneous  submission  of 
essentially  identical  applications  will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by 
different  review  committees.  Therefore,  an  application  cannot  be  submitted  in  response  to  this  RFA  that  is  essentially 
identical  to  one  that  has  already  been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of 
applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing  the  previous  critique. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  by  DRG  staff  for  completeness  and  by  NIAID  staff  to  determine  ackninistrative  and 
programmatic  responsi veness  to  this  RFA.  Those  judged  to  be  incomplete  or  nonresponsive  will  be  returned  to  the 
applicant  without  review.  Those  considered  complete  and  responsive  may  be  subjected  to  a triage  review  by  an  NIAID  peer 
review  group,  before  or  during  the  initial  review  meeting,  to  determine  their  scientific  merit  relative  to  the  other 
applications  submitted  in  response  to  this  RFA.  The  NIAID  will  withdraw  from  competition  those  applications  judged  by 
the  triage  peer  review  group  to  be  noncompetitive  for  award  and  will  so  notify  the  applicant  investigator  and  the 
institutional  business  official.  Those  applications  judged  to  be  competitive  for  award  will  be  reviewed  for  scientific 
and  technical  merit  by  a Review  Committee  convened  by  the  Division  of  Extramural  Activities,  NIAID.  The  second  level 
of  review  will  be  provided  by  the  National  Advisory  Allergy  and  Infectious  Diseases  Council. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  David  L.  Klein 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-10 

Bethesda,  MD  20892 

Telephone:  (301)  496-5305 

FAX:  (301)  402-8030 

Send  the  letter  of  intent  and  direct  any  questions  regarding  review  procedures,  to: 

Dr.  01 ivi a Preble 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C-19 

Bethesda,  MD  20892 

Telephone:  (301  ) 496-8208 

FAX:  (301)  402-2638 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Todd  Bal l 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B-35 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856,  Microbiology  and  Infectious  Disease 
Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 

IWUNE  RECONSTITUTION  OF  HIV-INFECTED  INDIVIDUALS 


NIH  GUIDE.  Volume  22,  Nunber  28,  August  6,  1993 
RFA  AVAILABLE:  AI-93-012 

P.T.  34;  K.W.  0715008,  0710070,  0705040,  0740012,  0745032 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  October  27,  1993 
Application  Receipt  Date:  December  8,  1993 
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THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  and  the  National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Diseases  (NIDDK)  wish  to  promote  research  on  interactions  of  the  Hunan  Immunodeficiency  Virus-1  (HIV-1)  with 
the  immune  system  that  may  impact  on  the  immunologic  reconstitution  of  infected  individuals;  cytokines  to  facilitate 
stem  cell  reconstitution  of  HIV- infected  individuals  or  ameliorate/reverse  HIV-related  damage  to  the  immune  system;  and 
gene-based  strategies  to  counteract  detrimental  effects  of  HIV-1  on  the  immune  system,  to  prevent  infection  of  stem  cells 
transplanted  into  HIV-infected  individuals,  and  to  improve  the  characteristics  of  ex  vivo  expanded  lymphocytes  to  enable 
them  to  function  more  effectively  in  vivo.  Although  clinical  trials  will  not  be  supported  under  this  RFA,  the  basic 
and  precl inical  research  accomplished  is  expected  to  lay  the  foundation  for  future  clinical  trials. 

The  NIAID  and  NIDDK  request  the  coordinated  submission  of  related  individual  research  project  grant  applications  from 
investigators  who  wish  to  collaborate  on  research,  but  do  not  require  extensive  shared  physical  resources.  These 
applications  must  share  a common  theme  and  describe  the  objectives  and  scientific  importance  of  the  interchange  of  ideas, 
data,  and  materials  among  the  collaborating  investigators.  This  collaborative  research  will  be  supported  by 
investigator-initiated  Interactive  Research  Project  Grant  (IRPG).  For  further  information,  potential  applicants  should 
refer  to  Special  Instructions  for  Preparing  Applications  for  Interactive  Research  Project  Grants,  which  may  be  obtained 
from  the  program  staff  listed  under  INQUIRIES. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Immune  Reconstitution  of 
HIV-Infected  Individuals,  is  related  to  the  priority  area  of  HIV  infection.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  individual  research  project  grants  (ROIs)  which  are  organized  around  a 
common  theme  into  an  IRPG.  It  is  the  responsibility  of  the  applicants  to  plan,  direct  and  execute  the  proposed  projects 
in  accord  with  their  interests  and  perceptions  of  potential  treatment  strategies  utilizing  immune  reconstitution.  The 
total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  four  years.  IRPG 
applications  considered  responsive  to  this  RFA  will  have  at  least  two  components,  one  proposing  research  on  stem  cell 
or  somatic  cell  therapies  and  one  proposing  gene-based  therapeutic  strategies.  Reissuance  of  this  initiative  in  future 
years  is  anticipated  but  not  certain. 

FUNDS  AVAILABLE 

The  NIAID  and  NIDDK  anticipate  awarding  two  to  four  IRPGs  (a  total  of  six  to  eight  R01  awards),  for  a total  cost  of  $1.9 
million  for  the  initial  year  of  funding.  The  NIAID  has  set  aside  $1.2  million  for  applications  received  in  response 
to  this  RFA,  and  the  NIDDK  has  set  aside  $0.7  million  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  long  term  goal  of  this  RFA  is  to  provide  an  experimental  basis  for  using  immune  reconstitution  as  a therapy  in 
individuals  whose  immune  systems  are  compromised  by  infectious  disease.  This  RFA  focuses  on  HIV/AIDS. 

Research  responsive  to  this  RFA  includes,  but  is  not  limited  to,  the  following: 

o Research  to  clarify  interactions  of  HIV  with  the  immune  system  that  may  bear  on  the  successful  reconstitution  of 
infected  individuals  and  gene-based  strategies  to  counter  HIV-related  damage  to  the  immune  system; 
o Research  on  antiviral  strategies,  including  the  design  and  evaluation  of  new  gene-based  antiviral  strategies  to  be 
used  in  stem  cells  or  other  sources  of  immune  cells; 

o Research  to  discover  and/or  develop  novel  sources  of  multipotent  stem  cells  that  can  be  genetically  engineered  to 
resist  HIV-1  infection,  new  cytokines  capable  of  interacting  with  T cell  progenitor  cells  or  their  immediate  antecedents, 
new  assays  to  quantitate  T cell  progenitor  cells. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation 
will  not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  October  27,  1993,  a letter  of  intent  that  includes  descriptive  titles 
of  each  proposed  research  project  in  the  IRPG  group,  the  names  and  address  of  the  Principal  Investigators  and  other  key 
personnel,  the  participating  institutions,  and  the  number  and  title  of  this  RFA.  Although  a letter  of  intent  is  not 
required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains 
allows  the  NIAID  and  N I DDK  to  estimate  the  potential  workload  for  reviewers  and  to  avoid  possible  conflict  of  interest 
in  the  review  process.  The  letter  of  intent  is  to  be  sent  to  Dr.  Dianne  Tingley  at  the  address  indicated  in  INQUIRIES 
below. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  This  form  is 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Uestwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248.  Additional  instructions  for  the  preparation  of  interactive  project  applications  will  be  provided  with  the 
RFA.  Applications  not  received  by  December  8,  1993,  will  be  considered  unresponsive  and  returned  to  the  applicant 
without  review. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  Division  of  Research  Grants  (DRG)  for  completeness  and  by  NIAID  and  NIDDK 
staff  to  determine  responsiveness.  Incomplete  and  non- responsive  applications  will  be  returned  to  the  applicant  without 
further  consideration  or  review.  Those  applications  considered  responsive  to  the  RFA  may  be  subjected  to  a triage  by 
a peer  review  group,  before  or  during  the  review  committee  meeting,  to  determine  their  scientific  merit  relative  to  the 
other  applications  submitted  in  response  to  this  RFA.  The  NIAID  will  remove  from  further  competition  those  applications 
judged  to  be  noncompetitive  for  award  and  will  notify  the  applicant  and  the  institutional  business  official. 

Those  applications  judged  to  be  competitive  for  award  will  be  further  reviewed  for  scientific  and  technical  merit  by 
an  appropriate  review  committee  convened  by  the  Division  of  Extramural  Activities,  NIAID.  A second  level  of  review  will 
be  provided  by  the  NIAID  and  NIDDK  Councils.  Factors  to  be  considered  in  the  evaluation  of  each  application  will  be 
similar  to  those  used  in  review  of  traditional  research  grant  applications  and,  in  addition,  will  include  those 
addressing  overall  proposed  collaboration. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome.  It  is  essential  that  prospective  applicants  obtain  a copy  of  the  RFA  and  the  Special 
Instructions  for  Preparing  Applications  for  IRPGs  before  preparing  an  application.  Direct  requests  for  the  RFA  and 
inquiries  regarding  scientific  issues  or  responsiveness  to: 

Dr.  Sandra  Bridges 
Developmental  Therapeutics  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  2C12 
Bethesda,  MD  20892 
Telephone:  (301)  496-8197 

Dr.  Ralph  Bain 

Division  of  Kidney,  Urologic,  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A05 

Bethesda,  MD  20892 

Telephone:  (301)  594-7556 

Address  the  letter  of  intent  and  questions  regarding  review  of  applications  to: 

Dr.  D i anne  T i ng l ey 
Scientific  Review  Program 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4C16 
Bethesda,  MD  20892 
Telephone:  (301)  496-0818 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Jane  Unsworth 
Grants  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B22 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  93.856  - Microbiology  and  Infectious  Diseases 
Research  and  93.855  - Immunology,  Allergy  and  Transplantation  Research.  Awards  are  made  under  authorization  of  the 
Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285) 
and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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ERRATUM 


CENTERS  FOR  AIDS  RESEARCH/CORE  SUPPORT  GRANT  (CFAR/CSG) 

NIH  GUIDE.  Volume  22,  Nunber  28,  August  6,  1993 
RFA:  AI -93-014 

P.T.  34;  K.W.  0715008,  0710030,  0404000,  0745027,  0411005 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Mental  Health 


Application  Receipt  Date:  September  17,  1993 

The  following  modifications  are  made  to  Request  for  Applications  (RFA)  AI-93-014,  that  appeared  in  the  NIH  Guide  for 
Grants  and  Contracts,  Vol.  22,  No.  22,  June  18,  1993. 

Under  the  section  RESEARCH  OBJECTIVES,  third  paragraph,  and  item  4 under  REVIEW  CONSIDERATIONS,  it  states  that  "the  CFAR 
Director  should  currently  be  a Principal  Investigator  of  one  or  more  peer-reviewed,  AIDS  or  AIDS-related  research 
projects  in  the  CFAR  Funded  Research  Base".  This  qualification  is  amended  to  state  that:  The  CFAR  Director  should  be 
a recognized  leader  in  the  field  of  AIDS  or  AIDS-related  research. 

Such  leadership  can  be  demonstrated  by  a combination  of  AIDS  or  AIDS-related  research  activities  as  exemplified  by  the 
following:  currently  be  a Principal  Investigator  or  Co-principal  Investigator  of  one  or  more  peer-reviewed,  AIDS  or 
AIDS-related  research  projects  in  the  CFAR  Funded  Research  Base;  membership  on  AIDS  or  AIDS-related  research  study 
sections  or  ad  hoc  review  committees;  editor  of  a peer-reviewed  AIDS  or  AIDS-related  scientific  journal;  organizer  of 
national  or  international  meetings  in  the  field  of  AIDS  or  AIDS-related  research;  or  author  on  key  scientific 
publications  in  the  field  of  AIDS  or  AIDS-related  research. 

The  schedule  shown  in  the  NIH  Guide,  June  18,  1993  is  amended: 

Letter  of  Intent  Receipt  Date:  July  23,  1993 

Final  Date  for  Receipt  of  Application:  September  17,  1993 

Under  the  section  Goals  and  Objectives  of  the  Centers  for  AIDS  Research,  o Basic  Science  Cores  - the  following  additional 
examples  are  made  to  the  examples  of  Basic  Science  Cores  that  may  be  supported  by  the  National  Institute  of  Mental 
Health:  Basic  Behavioral  Theory  relevant  to  HIV  Risk  Behavior  Initiation,  Maintenance  and  Change;  Community  and 

Individual  Sampling,  Measurement  and  Assessment;  Conceptual  and  Methodological  Model  Development  for  High  Risk  Behavior; 
Cultural  Diversity;  Multiple  Informant  Strategies  to  Supplement  Self  Report;  Alternatives  to  Linear  Additive  Models; 
and  General izabi l i ty  of  Validity  of  Measures  Across  Subgroups. 

INQUIRIES 


Inquiries  regarding  scientific  or  programmatic  issues  may  be  directed  to: 

Dr.  Robert  H.  Bassin  or  Dr.  Janet  M.  Young 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard,  Room  2B31  (or  2B28) 

Bethesda,  MD  20892 
Telephone:  (301)  402-0755 
FAX:  (301)  480-5703 

Inquiries  regarding  fiscal  matters  may  be  addressed  to: 

Ms.  Jane  Unsworth 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard,  Room  4B22 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  Oft  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5 333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


ENVIRONMENTAL  HEALTH  SCIENCES  CORE  CENTER  GRANTS  PROGRAM  . 1 

National  Institute  of  Environmental  Health  Sciences 
INDEX:  ENVIRONMENTAL  HEALTH  SCIENCES 

RESEARCH  DEMONSTRATION  AND  DISSEMINATION  PROJECTS  2 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

NATIONAL  ANIMAL  WELFARE  EDUCATION  UORXSHOPS  2 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

PROTECTING  HUMAN  RESEARCH  SUBJECTS:  INSTITUTIONAL  REVIEW  BOARD  GUIDEBOOK  3 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPS  AND  RFAs) 

PREPARATION  AND  DISTRIBUTION  OF  RESEARCH  DRUG  PRODUCTS  (RFP  N01DA-4-7403)  3 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

FAILURE  TO  HEAL:  CHRONIC  UOUND  HEALING  IN  THE  SKIN  (RFA  AR-94-Q01)  . 4 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Nursing  Research 

INDEX:  ARTHRITIS,  MUSCULOSKELETAL,  SKIN  DISEASES;  AGING;  CHILD  HEALTH,  HUMAN  DEVELOPMENT,  DIABETES,  DIGESTIVE,  KIDNEY 
DISEASES;  NURSING  RESEARCH 


HEMOGLOBIN-BASED  OXYGEN  CARRIERS:  MECHANISMS  OF  TOXICITY  (RFA  HL-93-018)  . 7 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

STRATEGIC  PROGRAM  FOR  INNOVATIVE  RESEARCH  ON  AIDS  TREATMENT  (RFA  Al-93-021)  9 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 


This  publication  is  available  electronically  to  institutions  via  BTTNET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES 

ENVIRONMENTAL  HEALTH  SCIENCES  CORE  CENTER  GRANTS  PROGRAM 

NIH  GUIDE.  Volume  22,  Number  29,  August  13,  1993 

P.T . 04;  K.W.  0725005,  0710030,  0403004 

National  Institute  of  Environmental  Health  Sciences 

This  Notice  is  to  remi nd  potential  appl i cants  of  the  single  recei pt  date  of  February  1 each  year  for  this  program. 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  uses  a variety  of  award  mechanisms  to  accomplish  its 
mission  of  studying  the  mechanisms  and  effects  of  environmental  agents  on  human  health.  Among  these  are  Environmental 
Health  Sciences  (EHS)  Center  Grants,  a program  of  core  center  support  (P30).  The  objective  of  this  program  is  to  provide 
core  support  for  an  administrative  structure,  sc i ent i f i c leadership,  and  shared  core  equipment  to  groups  of  productive 
scientists  with  programs  in  environmental  health.  The  award  allows  these  scientists  to:  (1)  focus  their  research 
efforts  on  issues  of  relevance  to  the  NIEHS,  (2)  work  in  an  environment  conducive  to  inter-disciplinary  approaches  to 
such  research,  (3)  serve  as  a resource  to  the  NIEHS  in  providing  scientific  expertise  on  critical  public  health  issues 
and  (4)  engage  in  community  outreach  and  education  programs  dealing  with  regional  environmental  health  issues.  Direct 
research  support  is  NOT  provided  by  the  grant,  except  for  limited  funds  for  pilot  projects  or  exploratory  research. 

The  NIEHS  currently  supports  thirteen  EHS  centers  and  five  MFBS  centers.  The  funding  of  additional  centers  is  subject 
to  budget  and  other  limitations.  Because  of  these  limitations  and  the  special  nature  of  the  program,  it  is  imperative 
that  potential  applicants  contact  NIEHS  staff  to  discuss  the  scope,  content,  size,  and  timing  of  any  applications  for 
this  program.  In  1994,  two  extant  EHS  Centers  will  be  competing  for  funding. 
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INQUIRIES 


Guidelines  for  this  program,  including  fiscal  limitations,  review  criteria,  and  additional  information  are  available 
from: 

Dr.  Thorsten  A.  Fjellstedt 

Division  of  Extramural  Research  and  Training 

National  Institute  of  Environmental  Health  Sciences 

P.0.  Box  12233,  104  Alexander  Drive 

Research  Triangle  Park,  NC  27709 

Telephone:  (919)  541-0131 

RESEARCH  DEMONSTRATION  AND  DISSEMINATION  PROJECTS 

NIH  GUIDE.  Volume  22,  Number  29,  August  13,  1993 
P.T. 

National  Institute  on  Drug  Abuse 

The  purpose  of  this  announcement  is  to  alert  the  research  community  that  effective  immediately,  applications  for  support 
under  the  R18  mechanism,  Research  Demonstration  and  Dissemination  Projects,  for  the  National  Institute  on  Drug  Abuse 
will  no  longer  be  accepted  for  review  or  award.  The  investigator- initiated  traditional  research  project  grant  award 
mechanism  (R01)  should  be  used  by  new  applicants  who  would  have  considered  the  research  demonstration  mechanism. 
Grantees  currently  holding  R18  awards  should  contact  the  NIDA  program  officer  for  guidance  on  submitting  competing 
renewal  applications. 

INQUIRIES 

Director 

Office  of  Extramural  Program  Review 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-2755 

NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  29,  August  13,  1993 
P.T.  42;  K.W.  0201011,  1014003 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research  Risks  (OPRR),  is  continuing  to  sponsor 
workshops  on  implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals.  Each  of  the 
workshops  scheduled  for  FY  1993  will  focus  on  a specific  theme. 

The  workshops  are  open  to  institutional  administrators,  members  of  Institutional  Animal  Care  and  Use  Committees, 
laboratory  animal  veterinarians,  investigators  other  institutional  staff  who  have  responsibility  for  high-quality 
management  of  sound  institutional  animal  care  and  use  programs.  Ample  opportunities  will  be  provided  to  exchange  ideas 
and  interests,  through  question  and  answer  sessions  and  informal  discussions. 

SOUTHWESTERN  REGION 

DATES:  September  27-29,  1993 

LOCATION 

Oklahoma  City  Hilton  Northwest 
2945  N.W.  Expressway 
Oklahoma  City,  OK  73112 
Telephone:  1-800-445-8667 
FAX:  (405)  842-4328 

SPONSOR 

University  of  Oklahoma  Health  Sciences  Center 
REGISTRATION 

Ms.  Marilyn  Perry,  Assistant  to  Director  for  Compliance 
Division  of  Animal  Resources 
BMSB,  Room  203 

University  of  Oklahoma  Health  Sciences  Center 
Oklahoma  City,  OK  73190 
Telephone:  (405)  271-5185 
FAX:  (405)  271-3032 

FEE:  $140;  Graduate  Students  and  Post-Docs  $90.00 

TOPIC:  THE  PRESENT  AND  FUTURE  USE  OF  FARM  ANIMALS  IN  BIOMEDICAL  RESEARCH  AND  EDUCATION 
DATES:  September  28  (Afternoon);  September  29  (Morning) 
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LOCATION 

Oklahoma  City  Hilton  Northwest  (Same  as  above) 

SPONSOR 

The  University  of  Oklahoma  Health  Sciences  Center 
REGISTRATION 

Ms.  Marilyn  Perry  (address  as  above) 

TOPIC:  USDA  OPEN  FORUM  ON  FARM  ANIMAL  ISSUES  UNDER  THE  ANIMAL  WELFARE  ACT 
INQUIRIES 

For  further  information  concerning  these  workshops  and  future  NIH/OPRR  Animal  Welfare  Education  workshops,  contact: 
Ms.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

FAX:  (301)  402-2803 

PROTECTING  HUMAN  RESEARCH  SUBJECTS:  INSTITUTIONAL  REVIEW  BOARD  GUIDEBOOK 

NIH  GUIDE.  Volume  22,  Number  29,  August  13,  1993 
P.T . 34;  K.W.  0783005,  1014006 
National  Institutes  of  Health 

The  Office  for  Protection  from  Research  Risks,  Office  of  Extramural  Research,  National  Institutes  of  Health  announces 
the  availability  of  the  publication,  "Protecting  Human  Research  Subjects:  Institutional  Review  Board  Guidebook."  The 
"IRB  Guidebook"  is  designed  to  assist  institutional  review  board  (IRB)  members,  researchers  and  institutional 
administrators  in  fulfilling  their  responsibilities  for  protecting  the  rights  and  welfare  of  human  subjects  as  defined 
in  the  Department  of  Health  and  Human  Services  regulations  ("Protection  of  Human  Subjects;"  45  CFR  46).  Copies  may  be 
obtained  from  the  U.S.  Government  Printing  Office,  Superintendent  of  Documents,  P.0.  Box  371954,  Pittsburgh,  PA  15250 
(FAX  202/512-2250;  Telephone  202/783-3238)  for  $31.00.  To  order  the  IRB  Guidebook,  reference  GPO  Stock  No. 
017-040-00525-3. 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

PREPARATION  AND  DISTRIBUTION  OF  RESEARCH  DRUG  PROOUCTS 

NIH  GUIDE.  Volume  22,  Number  29,  August  13,  1993 
RFP  AVAILABLE:  N01DA-4-7403 
P.T.  34;  K.W.  0740021,  1003008,  1003012 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  to:  develop  and  produce 
dosage  forms  of  cannabinoids  and  other  drugs  used  in  basic  and  clinical  research  programs;  analyze  such  preparations 
and  cannabis  samples  for  cannabinoid  content;  and  maintain  supply  and  shipment  records  of  these  and  other  research 
materials.  The  work  may  include  the  manufacture  of  sterile  parenterals,  marijuana  cigarettes,  oral  dosage  forms, 
morphine  pellets,  and  other  dosage  forms  as  needed;  the  preparation  of  analytical  standards;  and  the  performance  of  in 
vitro  smoking  studies.  Drug  Enforcement  Administration  registrations  for  manufacturing,  distribution,  importation,  and 
exportation  of  Schedule  I and  II  drugs  are  required.  It  is  anticipated  that  a five-year  incrementally  funded  contract 
will  be  awarded.  Estimated  issuance  date  of  RFP  No.  N01DA-4-7403  is  August  12,  1993,  and  responses  are  due  to  be 
received  in  the  Contracting  Office  45  calendar  days  thereafter.  This  is  a follow-on  procurement  to  Contract  No. 
271-90-7301  with  Research  Triangle  Institute. 

INQUIRIES 

Only  written  or  facsimile  requests  for  this  RFP  will  be  accepted.  Forward  all  requests  to: 

Ms.  Carol  Cushing,  Contract  Specialist 

National  Institute  on  Drug  Abuse 

Parklawn  Building,  Room  10-49 

5600  Fishers  Lane 

Rockville,  MD  20857 

FAX:  (301)  443-7595 
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FAILURE  TO  HEAL:  CHROMIC  WOUND  HEALING  IN  THE  SKIN 


NIH  GUIDE.  Volume  22,  Number  29,  August  13,  1993 
RFA  AVAILABLE:  AR-94-001 


P.T. 


National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Nursing  Research 

Letter  of  Intent  Receipt  Date:  October  15,  1993 
Application  Receipt  Date:  November  30,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS),  National  Institute  on  Aging  (NIA), 
National  Institute  of  Child  Health  and  Human  Development  (NICHD),  National  Institute  of  Diabetes,  Digestive  and  Kidney 
Diseases  (NIDDK),  and  National  Institute  of  Nursing  Research  (NINR)  invite  applications  for  research  on  wounds  that  fail 
to  heal,  the  prototypic  ones  being  decubitus  (pressure)  ulcers,  venous  (stasis)  ulcers,  and  diabetic  ulcers.  Studies 
may  be  both  basic  and  applied.  The  intent  is  to  apply  knowledge  rapidly  to  the  prevention  and  treatment  of  chronic 
wounds  in  a clinical/rehabilitation  situation. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Failure  to  Heal:  Pathogenesis 
of  Chronic  Wound  Healing  in  the  Skin,  is  related  to  the  priority  area  of  chronic  disabling  conditions.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00474-0  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition 
(FIRST)  (R29)  award.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01),  the  FIRST  award  (R29),  and 
the  newly  described  interactive  R01  mechanisms.  Responsibility  for  the  planning,  direction,  and  execution  of  the 
proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted  in  response 
to  the  present  RFA  may  not  exceed  five  years.  The  anticipated  award  date  is  July  1,  1994.  Because  the  nature  and  scope 
of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  also  vary. 
This  RFA  is  a one  time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator  initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  the  entire  program  is  anticipated  to  be 
1.6  million  dollars.  The  anticipated  number  of  new  awards  is  eight. 

RESEARCH  OBJECTIVES 

In  spite  of  recent  advances  in  the  basic  mechanisms  of  wound  healing,  knowledge  of  factors  involved  in  the  development 
and  treatment  of  chronic  wounds  and  their  prevention  remains  limited.  Future  progress  in  the  treatment  of  chronic  wounds 
will  require  greater  understanding  of  their  pathogenesis  and  failure  to  heal.  These  two  inseparable  aspects, 
pathogenesis  and  failure  to  heal,  were  the  subject  of  a workshop  sponsored  by  the  Skin  Diseases  Interagency  Coordinating 
Committee  for  the  National  Institutes  of  Health  held  on  January  10  and  11,  1993.  The  workshop  brought  together  a 
multidisciplinary  group  of  scientists  working  in  the  field  of  wound  repair.  A summary  of  this  workshop  will  be  published 
in  the  Journal  of  Investigative  Dermatology.  Identified  below  is  a selection  of  the  areas  covered  in  that  workshop  that 
are  relevant  to  this  solicitation.  This  list  is  illustrative  and  not  exclusive  or  restrictive. 

o Cytokines  and  Growth  Factors 
o Keratinocyte  Migration  in  the  Uound  Bed 
o The  Chronic  Wound  Environment 
o Matrix  Degrading  Metal loproteinases 
o Metabolic  Abnormalities 
o Hypoxia 

o Fibrin  Formation  and  Removal 
o Aging  and  Chronic  Wound  Healing 
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o Clinical  Therapeutics 
STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

Applications  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center 
for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included  with  the  application. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  15,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  ICD  staff  to  estimate  the  potential  review  workload  and  to  avoid 
conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Alan  N.  Moshell  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the 
face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required  numbered  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  photocopies,  in 
one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to  Dr.  Alan  N.  Moshell  at  the 
address  listed  under  INQUIRIES. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  Division  of  Research  Grants  (DRG)  and  responsiveness 
by  the  NIAMS.  Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the 
application  is  not  responsive  to  the  RFA,  ICD  staff  will  contact  the  applicant  to  determine  whether  to  return  the 
application  to  the  applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review 
cycle. 

Applications  may  be  triaged  by  an  ICD  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will  withdraw 
from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant  Principal 
Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further  scientific 
merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  for  scientific/  technical  merit 
by  an  appropriate  peer  review  group  convened  by  NIAMS.  The  second  level  of  review  will  be  provided  by  the  appropriate 
National  Advisory  Council/Board. 

Review  criteria  for  this  RFA  are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  July  1,  1994.  Awards  will  be  based  upon  the  following  criteria: 

o priori ty  score 
o availability  of  funds 

o programmatic  priorities  of  the  funding  ICD 
o responsiveness  to  the  RFA 
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INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  prograimatic  issues  and  requests  for  the  RFA  to: 

Alan  N.  Moshel l , M.D. 

National  Institute  of  Arthritis,  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  752 

Bethesda,  MD  20892 

Telephone:  (301)  594-9955 

FAX:  (301)  594-9673 

Hilary  D.  Sigmon,  Ph.D.,  R.N. 

National  Institute  for  Nursing  Research 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  594-7397 

FAX:  (301)  594-7603 

Dr.  David  Finkelstein 
National  Institute  on  Aging 
Gateway  Building,  Room  2C231 
Bethesda,  MD  20892 
Telephone:  (301)  496-6402 
FAX:  (301)  402-0010 

Dr.  Danuta  Krotoski 

National  Center  for  Medical  Rehabilitation  Research 

National  Institute  of  Child  Health  and  Human  Development 

Building  61E,  Room  2A03 

Bethesda,  MD  20892 

Telephone:  (301)  402-2242 

FAX:  (301)  402-0832 

Dr.  Charles  A.  Wells 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  622 

Bethesda,  MD  20892 

Telephone:  (301)  594-7505 

FAX:  (301)  594-9011 

Direct  inquiries  regarding  fiscal  matters  to: 

Mary  Graham 

National  Institute  of  Arthritis,  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  722 

Bethesda,  MD  20892 

Telephone:  (301)  594-9974 

FAX:  (301)  594-9950 

Sally  A.  Nichols 

Grants  Management  Office 

National  Institute  for  Nursing  Research 

Westwood  Building,  Room  748 

Bethesda,  MD  20892 

Telephone:  (301)  594-7498 

FAX:  (301)  594-7603 

Mary  Ellen  Colvin 
Grants  Management  Office 

National  Institute  of  Child  Health  and  Human  Development 

Building  61E,  Room  8A17F 

Bethesda,  MD  20892 

Telephone:  (301)  496-1303 

FAX:  (301)  402-0915 

Bob  Pike 

Grants  Management  Office 
National  Institute  on  Aging 
Gateway  Building,  Room  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

FAX:  (301)  402-3672 
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Betty  E.  Bai ley 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  649 

Bethesda,  MD  20892 

Telephone:  (301)  594-7543 

FAX:  (301)  594-7594 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.361.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

HEMOGLOBIN -BASED  OXYGEN  CARRIERS:  MECHANISMS  OF  TOXICITY 

NIH  GUIDE.  Volume  22,  Number  29,  August  13,  1993 
RFA  AVAILABLE:  HL-93-018 


P.T. 


National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  October  15,  1993 
Application  Receipt  Date:  December  10,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Transfusion  Medicine  Branch,  Division  of  Blood  Diseases  and  Resources,  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI ),  announces  the  availability  of  an  RFA  encouraging  studies  to  elucidate  the  mechanisms  of  toxicity  of 
hemoglobin-based  oxygen  carriers. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Hemoglobin- Based  Oxygen 
Carriers:  Mechanisms  of  Toxicity,  is  related  to  the  priority  areas  of  HIV  infection,  and  immunization  and  infectious 
diseases.  The  goal  of  this  program  is  the  development  of  safe  and  effective  hemoglobin-based  oxygen  carriers  free  of 
infectious  disease  agents.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Awards  in  response  to  this  RFA  will  be  made  to  foreign  institutions  only  for  research  of  very 
unusual  merit,  need,  and  promise,  and  in  accordance  with  PHS  policy  governing  such  awards.  Applications  from  minority 
individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  award  and  is  a one-time 
solicitation.  Applicants,  who  will  plan  and  execute  their  own  research  programs,  are  requested  to  furnish  their  own 
estimates  of  the  time  required  to  achieve  the  objectives  of  the  proposed  research  project.  Up  to  five  years  of  support 
may  be  requested.  At  the  end  of  the  official  award  period,  renewal  applications  may  be  submitted  for  peer  review  and 
competition  for  support  through  the  regular  grant  program  of  the  NHLBI.  It  is  anticipated  that  support  for  the  present 
program  will  begin  July  1,  1994.  Administrative  adjustments  in  project  period  or  amount  of  support  may  be  required  at 
the  time  of  the  award.  Since  a variety  of  approaches  would  represent  valid  responses  to  this  announcement,  it  is 
anticipated  that  there  will  be  a range  of  costs  among  individual  grants  awarded.  All  current  policies  and  requirements 
that  govern  the  research  grant  programs  of  the  NIH  will  apply  to  grants  awarded  in  connection  with  this  RFA. 

FUNDS  AVAILABLE 

It  is  anticipated  that  for  fiscal  year  1994,  $1,500,000  will  be  available  for  this  initiative.  Approximately  $750,000 
of  that  amount  will  be  provided  through  an  initiative  of  the  Advanced  Biomaterials  Program  of  the  Federal  Coordinating 
Council  for  Science,  Engineering  and  Technology  (FCCSET).  It  should  be  noted  that  award  of  grants  pursuant  to  this  RFA 
is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is  anticipated  that  about  six  to  eight  new  grants  will  be 
awarded  under  this  program.  The  specific  amount  to  be  funded  will,  however,  depend  on  the  merit  and  scope  of  the 
applications  received  and  on  the  availability  of  funds.  If  collaborative  arrangements  involve  sub-contracts  with  other 
institutions,  the  NHLBI  Grants  Operations  Branch  (telephone  301-594-7436)  should  be  consulted  regarding  procedures  to 
be  followed. 
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RESEARCH  OBJECTIVES 


The  objective  of  this  RFA  is  to  encourage  research  aimed  at  providing  an  understanding  of  the  mechanisms  of  toxicity 
of  hemoglobin- based  oxygen  carriers.  This  program  encourages  research  addressing  such  fundamental  questions  as:  (1) 
what  are  the  mechanisms  of  vasoactivity  of  hemoglobin  solutions,  (2)  how  do  protein  modifications  affect  vasoacti vi ty, 
(3)  what  are  the  mechanisms  of  stimulation  of  inflammation  mediators  by  hemoglobin- based  oxygen  carriers,  (4)  how  can 
this  stimulation  be  prevented;  (5)  what  animal  or  in  vitro  models  are  best  used  to  study  toxic  effects  of  oxygen 
carriers;  (6)  what  are  the  long-term  (metabolic  and  pharmacologic)  effects  of  oxygen  carriers,  and  (7)  what  models  are 
best  to  demonstrate  efficacy  in  terms  of  oxygen  transport  to  tissue?  The  ultimate  goal  is  to  satisfy  a fundamental  need 
in  clinical  medicine,  i.e.,  development  of  a safe,  economical,  and  efficacious  alternative  to  allogeneic  hunlan  red  blood 
cells  for  transfusion. 

Examples  of  promising  topics  are: 

o Studies  of  the  interaction  of  hemoglobin  with  endothelium  and  macrophages. 

o Development  of  animal  models  that  simulate  clinical  use,  such  as  trauma,  shock,  infection,  and  surgical  blood  loss, 
o Studies  relating  the  biochemical  modification  of  hemoglobin  to  its  biological  effects. 

o Studies  of  encapsulation  of  hemoglobin  into  artificial  vesicles  - biochemical,  physical,  physiological,  and  biological 
effects. 

o Studies  of  the  tissue  distribution  and  metabolic  fate  of  modified  hemoglobins,  and  artificial  vesicles. 

These  are  intended  as  examples  only.  Investigators  are  encouraged  to  consider  other  innovative  approaches. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  15,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  Such  letters  are  requested  only  for  the  purpose  of  providing  an  indication  of  the  number  and  scope 
of  applications  to  be  received;  therefore  their  receipt  is  usually  not  acknowledged.  A letter  of  intent  is  not  binding, 
will  not  enter  into  the  review  of  any  application  subsequently  submitted,  and  is  not  a necessary  requirement  for  the 
application.  This  letter  of  intent  is  to  be  sent  to: 

Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

FAX:  (301)  594-7407 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  December  10,  1993.  Applications  are  to  be  submitted  on  the  research  grant  application 
form  PHS  398  (rev.  9/91).  This  form  is  available  in  an  applicant  institution's  office  of  sponsored  research  or  business 
office;  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333 
Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  also  has  an  interest  in  the  subject  matter  of  this  RFA. 
REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  Division  of  Research  Grants  (DRG)  and  responsiveness 
by  the  NHLBI.  Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the 
application  is  not  responsive  to  the  RFA,  NHLBI  staff  will  contact  the  applicant  to  determine  whether  to  return  the 
application  to  the  applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review 
cycle.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  for  scientific/technical  merit  by  an 
appropriate  peer  review  group  convened  by  the  Division  of  Extramural  Affairs,  NHLBI.  The  factors  to  be  considered  in 
the  evaluation  of  scientific  merit  of  each  application  will  be  similar  to  those  used  in  the  review  of  traditional 
research  grant  applications.  The  second  level  of  review  will  be  provided  by  the  National  Heart,  Lung,  and  Blood  Advisory 
Counci l . 
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INQUIRIES 


Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome.  Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Dr.  George  J.  Nemo 

Division  of  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  504 

Bethesda,  MD  20892 

Telephone:  (301)  496-1537 

FAX:  (301)  402-4843 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Ms.  Jane  R.  Davis 

Blood  Division  Grants  Management  Section 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  4A11 
Bethesda,  MD  20892 
Telephone:  (301)  594-7436 

AUTHORITY  AND  REGULATIONS 

The  programs  of  the  Division  of  Blood  Diseases  and  Resources,  NHLBI,  are  described  in  the  Catalog  of  Federal  Domestic 
Assistance  number  93.839.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42 
USC  241)  and  administered  under  PHS  grant  policies  and  Federal  regulations,  most  specifically  42  CFR  Part  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372,  or  to  Health 
Systems  Agency  review. 

STRATEGIC  PROGRAM  FOR  INNOVATIVE  RESEARCH  ON  AIDS  TREATMENT 

NIH  GUIDE.  Volume  22,  Number  29,  August  13,  1993 
RFA  AVAILABLE:  AI -93-021 
P.T . 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  September  23,  1993 
Application  Receipt  Date:  December  22,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

This  RFA,  Strategic  Program  for  Innovative  Research  on  AIDS  Treatment  (SPIRAT),  will  support  innovative,  integrated  and 
inter-related  preclinical  and  clinical  research  to  validate  clinical  therapeutic  concepts  for  the  treatment  of  HIV-1 
infection.  A SPIRAT  can  focus  its  therapeutic  research  activities  on  viral  gene(s)  or  cellular  factors  required  for 
HIV  expression,  novel  immunotherapeutic  approaches,  or  other  approaches  with  the  potential  for  effective,  long-term 
therapy.  Excluded  from  this  RFA  are  development  of  drugs  and  treatment  for  opportunistic  infections,  both  the  subject 
of  other  NIAID  sponsored  programs. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Strategic  Program  for 
Innovative  Research  on  AIDS  Treatment  (SPIRAT),  is  related  to  the  priority  area  of  HIV  infection.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325,  (202)  783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic,  private,  public,  and  for-profit  organizations  such  as  universities,  colleges, 
hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the  Federal  government. 
Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  Cooperative  Agreements  (U19s).  The  Cooperative  Agreement  funding  mechanism  differs  from  the 
traditional  research  grant  in  that  the  Government  component  (NIAID)  awarding  the  Cooperative  Agreement  anticipates 
substantial  programmatic  involvement  during  performance.  The  nature  of  NIAID  staff  participation  is  described  in  the 
RFA.  However,  it  is  the  Principal  Investigator  who  defines  his/her  objectives  in  accord  with  his/her  interests  and 
perceptions  of  innovative  approaches  for  the  treatment  of  HIV-1  infection. 
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The  applicant  institution  and  the  Principal  Investigator  will  be  responsible  for  the  Group's  application.  Awards  will 
be  made  to  the  applicant  institution  on  behalf  of  the  group  as  a whole  and  not  to  individual  research  projects  within 
the  Group.  Respondents  to  this  RFA  may  include  new  applications  for  a maximum  period  of  four  years  support. 

This  RFA  may  be  a one-time  solicitation.  If  by  the  end  of  the  third  year  of  the  award,  the  NIAID  has  not  announced  its 
intent  to  re-issue  the  RFA,  incumbents  should  contact  NIAID  program  staff  and  consider  submitting  investigator-initiated 
(R01)  applications  which  will  compete  with  all  investigator-initiated  applications  and  be  reviewed  according  to  the 
customary  N I H peer  review  procedures. 

FUNDS  AVAILABLE 

It  is  estimated  that  five  to  six  Groups  will  be  funded  for  funded  under  this  program  as  a result  of  this  RFA  for  a 
maximum  period  of  years.  A total  of  $6.0  million  (including  direct  and  indirect  costs)  is  available  for  first  year 
funding  of  this  program.  A maximum  of  $25.0  million  will  be  available  over  the  four  year  period. 

Awards  and  level  of  support  are  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  size 
of  awards  will  vary  also.  Applications  with  budgets  in  excess  of  $1.3  million  total  costs  (direct  and  indirect)  for 
the  first  year  will  be  returned  without  review.  Budget  requests  must  be  adequately  justified  and  commensurate  with  the 
complexity  of  the  project.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIAID,  awards  pursuant 
to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  principal  goals  of  this  RFA  are  to  (1)  interface  between  innovative,  advanced  precl inical  research  of  sound 
scientific  rationale  and  clinical  proof-of-concept  of  an  identified  HIV  therapeutic  strategy;  and  (2)  implement  pilot 
clinical  studies  in  HIV-1  infected  individuals  to  validate  the  therapeutic  modality.  The  following  approaches  are 
provided  as  examples  of  studies  responsive  to  this  RFA  and  are  not  intended  to  be  inclusive  or  restrictive; 

o Strategies  that  target  HIV  gene  expression  via  interference  with  HIV  cis-acting  elements,  viral  regulatory  elements, 
viral  structural  components,  or  cellular  factors  required  for  HIV  expression; 

o Strategies  that  interrupt/prevent  steps  involved  in  HIV/cell  interaction,  entry,  biochemical  processes,  virus  (or 
viral  components)  transport  between  cellular  compartments,  assembly,  release,  maturation; 

o Intracellular  delivery  of  antagonists  to  curb  critical  events  in  HIV  life  cycle,  such  as  trans-dominant  suppressors, 
decoys,  competitors,  catalytic  RNA,  using  viral  vectors  or  other  delivery  strategies  (gene  therapy); 

o Innovative  exploitation  of  the  humoral  and  cellular  mechanisms  of  the  immune  system  for  a targeted  anti-HIV  attack; 

o Immune  system  reconstitution,  capitalizing  on  new  advanced  in  restoring  immune  functions; 

o Direct  DNA  transduction  ('naked1  DNA  injection)  to  augment  immune  response(s)  via  intracellular  expression  of  HIV 
immunogen(s); 

o Strategies  that  target  non-T  cells  compartment(s)  which  may  play  an  essential  role  in  cell-free  virus  transport, 
cell-cell  transmission,  and  general  dissemination  of  HIV  in  the  body; 

o Strategies  that  prevent  the  onset  of  HIV-related  neurologic  dysfunction,  or  counteract  the  neurological  damage  seen 
in  patients  with  AIDS-related  dementia; 

o Novel  therapeutic  interventions  that  are  not  affected  by  emergence  of  drug-resistant  HIV  variants,  or  are  insensitive 
to  factors  affecting  the  emergence  of  drug  resistance. 

SPIRAT  applicants  from  an  institution  receiving  government  funds  under  GCRC,  CFAR,  DATRI,  ACTU,  AVEU,  and  CPCRA,  should 
describe  how  these  programs  are  integrated  with  the  proposed  studies,  and  ensure  that  no  scientific  and  budgetary  overlap 
exist  with  the  SPIRAT  proposal. 

SPECIAL  REQUIREMENTS 

A SPIRAT  must  be  composed  of  a minimum  of  three  projects  led  by  independent  investigators  with  inter-related  objectives, 
and  may  consist  of  scientists  from  a combination  of  academic,  non-profit  research,  and  commercial  organizations. 

For  the  purpose  of  this  RFA,  three  (or  more)  projects  within  a single  company  or  academic  department  will  not  be 
considered  independent.  A core  component  cannot  be  used  toward  fulfillment  of  the  requirement  for  three  projects. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation 
will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  September  23,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  brief  description  of  the  proposed  research,  the  name,  address  (including  institution),  and 
telephone  number  of  the  Principal  Investigator,  the  identity  of  project  leaders  and  titles  of  their  projects,  other  key 
personnel,  and  their  institutions,  and  the  number  and  title  of  this  RFA.  Although  a letter  of  intent  is  not  required, 
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is  not  binding,  and  does  not  enter  into  the  review  of  the  application,  the  information  that  it  contains  allows  N I AID 
to  estimate  the  potential  workload  for  reviewers  and  to  avoid  possible  conflict  of  interest  in  the  review  progress. 
The  letter  of  intent  is  to  be  sent  to  Dr.  Dianne  Tingley  at  the  address  listed  under  INQUIRIES,  below. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  This  form  is 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

Additional  instructions  for  the  preparation  of  multi -component  applications  are  provided  with  the  RFA.  Applications 
not  received  by  December  22,  1993  will  be  considered  unresponsive  and  returned  to  the  applicant  without  review. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  by  Division  of  Research  Grants  (DRG)  for  completeness  and  by  NIAID  staff  to  determine 
responsiveness  to  this  RFA.  Incomplete  and  non- responsive  applications  will  be  returned  to  the  applicant  without  further 
consideration  or  review.  The  NIAID  will  remove  from  further  competition  those  applications  judged  to  be  noncompetitive 
for  award  and  will  notify  the  applicant  and  the  institutional  business  official.  Those  applications  judged  to  be 
competitive  for  award  will  be  further  reviewed  for  scientific  and  technical  merit  by  an  appropriate  review  committee. 
A second  level  of  review  will  be  provided  by  the  NIAID  Council  (see  SCHEDULE). 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  inquiries  regarding  programmatic  or  scientific  issues  and  requests  for  the  RFA  to: 

Nava  Sarver,  Ph.D. 

Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard 

Solar  Building,  Room  2C11 

Bethesda,  MD  20892 

Telephone:  (301)  496-8197 

FAX:  (301)  402-3211 

Address  the  letter  of  intent  to: 

Dianne  Tingley,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard 

Solar  Building,  Room  4C16 

Bethesda,  MD  20892 

Telephone:  (301)  496-0818 

FAX:  (301)  402-2638 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Jane  Unsworth 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard 

Solar  Building,  Room  4B22 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  93.856  Microbiology  and  Infectious  Diseases 
Research  and  93.855  Immunology,  Allergic  and  I rnnuno logical  Diseases  Research.  Grants  are  awarded  under  the  authority 
of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  the  PHS  grants  policies  and  Federal 
Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  the  Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5 333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

SPEECH  AND  LANGUAGE  DEVELOPMENT  IN  THE  DEAF  CHILD  OF  HEARING  PARENTS:  APPROACHES  TO 


INTERVENTION  (RFP  NI H-DC-93-05 ) 1 

National  Institutes  on  Deafness  and  Other  Communications  Disorders 
INDEX:  DEAFNESS,  OTHER  COMMUNICATIONS  DISORDERS 

RESYNTHESIS  OF  COMPOUNDS  FOR  SCREENING  (RFP  NCI -CM-47007-29)  2 

National  Cancer  Institute 
INDEX:  CANCER 

BEHAVIORAL  DEVELOPMENT  IN  MIDDLE  CHILDHOOD  (RFA  HD-94-007)  3 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Mental  Health 

INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT;  MENTAL  HEALTH 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  PROGRAM  TO  IMPROVE  DRUG  ABUSE  TREATMENT  (PA-93- 100)  . 5 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

NUTRITION  IN  CYSTIC  FIBROSIS  (PA-93-103)  8 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 

RESEARCH  ON  ORAL  BONE  LOSS  AND  OSTEOPOROSIS  (PA-93-104) 11 

National  Institute  of  Dental  Research 


National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
INDEX:  DENTAL  RESEARCH;  ARTHRITIS,  MUSCULOSKELETAL,  SKIN  DISEASES 

ERRATUM 


AID/NIAID  PROGRAM:  FUNDAMENTAL  MALARIA  VACCINE  STUDIES  (RFA  AI-93-016)  . 14 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

IN  UTERO  STEM  CELL  TRANSPLANTATION  FOR  GENETIC  DISEASES  (RFA  HL-93-014)  ......  15 

National  Heart,  Lung  and  Blood  Institute 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  HEART,  LUNG,  BLOOD;  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 


This  publication  is  available  electronically  to  institutions  via  BTTNET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

SPEECH  AND  LANGUAGE  DEVELOPMENT  IN  THE  DEAF  CHILD  OF  HEARING  PARENTS:  APPROACHES  TO  INTERVENTION 

NIH  GUIDE.  Volume  22,  Number  30,  August  20,  1993 
RFP  AVAILABLE:  NIH-DC-93-05 

P.T.  34;  K.W.  0715050,  0715055,  0410001,  0710120 

National  Institutes  on  Deafness  and  Other  Communications  Disorders 

The  National  Institute  on  Deafness  and  Other  Communication  Disorders,  National  Institutes  of  Health,  has  a requirement 
to  identify  and  evaluate  factors  associated  with  successful  developmental  progress  within  a variety  of  treatment 
approaches  for  deaf  children  of  hearing  parents.  The  Contractor  will  specifically  evaluate  the  variables  that  are 
associated  with  communicative,  cognitive,  social,  and  academic  progress.  In  addition,  profiles  of  individual  performance 
will  be  examined  across  treatment  approaches  and  factors  influencing  initial  placement  and  validity  of  these  factors, 
based  on  outcome  data,  will  be  examined.  These  findings  will  be  of  assistance  to  parents,  speech- language  pathologists, 
audiologists,  teachers  of  deaf  children,  and  others  involved  in  the  selection  of  a communication  approach  and  the 
management  of  the  developing  deaf  child  of  hearing  parents.  A six-year  cost-reimbursement  type  contract  is  anticipated. 
The  solicitation  is  scheduled  to  be  issued  on  or  about  September  3,  1993.  Proposals  will  be  due  45  days  after  the  date 
of  issuance  of  the  solicitation.  All  responsible  sources  may  submit  a proposal  that  will  be  considered  by  the 
Government . 
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INQUIRIES 


Copies  of  the  solicitation  may  be  obtained  by  sending  a written  request  to: 

John  P.  DeCenzo,  Contracting  Officer 
Division  of  Contracts  and  Grants 
National  Institutes  of  Health 
Building  31,  Room  1 B44 
Bethesda,  MD  20892 
Telephone:  (301)  496-4487 

RESYNTHESIS  OF  COMPOUNDS  FOR  SCREENING 

NIH  GUIDE.  Volume  22,  Number  30,  August  20,  1993 

RFP  AVAILABLE:  NCI -CM-47007-29 

P.T.  34;  K.W.  0740012,  0715008,  1003012,  1003006 

National  Cancer  Institute 

The  Drug  Synthesis  and  Chemistry  Branch  (DS&CB)  of  the  Developmental  Therapeutics  Program  (DTP)  of  the  Division  of  Cancer 
Treatment  (DCT)  of  the  National  Cancer  Institute  (NCI)  is  seeking  Contractors  with  established  expertise  in  the  field 
of  synthesis  of  organic  and  inorganic  compounds  to  prepare  those  deemed  of  interest  to  the  program  for  evaluation  as 
antitumor  and  AIDS-antiviral  agents.  The  primary  focus  will  be  to  synthesize  samples  of  compounds,  generally  identified 
from  literature  sources,  that  have  been  designated  of  interest  to  the  DTP  drug  development  program  and  which  are  not 
available  from  the  original  sources.  Compounds  may  be  required  for  either  primary  screening  or  follow-up  testing  in 
the  anticancer  and/or  anti-HIV  programs. 

Compounds  assigned  for  synthesis  will  include,  but  not  be  limited  to,  carbocycles,  heterocycles  typically  containing 
nitrogen,  oxygen,  and  sulfur,  carbohydrates,  nucleosides,  and  metal  coordination  complexes.  Detailed  experimental 
procedures  obtained  from  the  literature  will  be  available  for  the  majority  of  the  assignments.  Some  development  on 
synthetic  methods  may  be  required  in  those  cases  where  no  such  procedures  are  available  or  when  the  published  methods 
prove  unreliable  in  practice. 

The  quantities  of  compounds  to  be  prepared  will  vary  widely,  but  will  usually  be  in  the  range  from  0.1  to  5 grams.  All 
synthesized  compounds  submitted  to  the  DS&CB  (at  least  15  to  20  target  compounds  per  year  per  contract)  will  be 
characterized  as  to  identity  and  purity. 

Each  Contractor  must  have  available  a fully  operational  facility  including  all  necessary  equipment  and  instrumentation 
needed  to  perform  for  all  aspects  of  the  contract. 

The  NCI  signs  legally  binding  agreements  with  some  suppliers  (often  pharmaceutical  or  chemical  companies)  which  state 
that  all  information  on  compounds  donated  by  those  suppliers  will  be  held  confidential.  The  occasion  may  arise  whereby 
the  successful  offeror  will  be  assigned  such  a confidential  compound  as  a synthesis  or  modification  target.  If  the 
Contractor  were  a chemical  pharmaceutical  company,  they  could  gain  valuable  data  on  confidential  new  lead  compounds. 
The  NCI  believes  that  in  order  to  honor  the  confidentiality  agreement  with  suppliers  and  in  order  to  avoid  any  chance 
of  transmitting  privileged  data  to  a competitor,  pharmaceutical  and  chemical  companies  must  be  excluded  from  the 
competition.  A pharmaceutical  or  chemical  company  is  defined  as  an  organization  which  sells  drugs  and/or  chemicals  to 
the  general  public  for  profit. 

NOTE:  Two  related  RFPs  are  currently  available.  It  is  anticipated  that  multiple  incrementally  funded  contracts  will 
be  awarded  for  a period  of  five  years  beginning  on  or  about  September  1,  1994.  RFP  No.  NCI -CM-47007-29,  Resynthesis 
of  Compounds  for  Screening,  is  an  open  competition.  RFP  No.  NCI -CM-47015-29,  Resynthesis  of  Compounds  for  Screening 
by  Small  Business,  is  a 100%  set-aside  for  small  business.  The  Standard  Industrial  Code  (SIC)  for  the  small  business 
set-aside  is  8731  (500  employees). 

Offerors  who  qualify  as  a small  business  are  encouraged  to  submit  proposals  under  both  RFPs;  however,  not  more  than  one 
award  of  the  available  awards  (under  both  RFPs)  will  be  made  to  any  single  offering  organization. 

INQUIRIES 

These  projects  represent  a recompetition  of  contracts  with  New  Mexico  State  University,  N01-CM-17528,  Research  Triangle 
Institute,  N01 -CM- 17568,  and  Starks  Associates,  N01 -CM-17517.  Both  RFPs  will  be  issued  on  or  about  September  20,  1993. 
Proposals  will  be  due  on  November  5,  1993.  Requests  for  the  RFP  may  be  made  by  written  request  to: 

Clyde  Williams,  Contracting  Officer 
Research  Contracts  Branch,  TCS 
National  Cancer  Institute 
Executive  Plaza  South,  Room  603 
Bethesda,  MD  20892 
Telephone:  (301)  496-8620 

Collect  calls  will  not  be  accepted. 
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BEHAVIORAL  DEVELOPMENT  IN  MIDDLE  CHILD HOOP 


HI H GUIDE.  Volume  22,  Number  30,  August  20,  1993 

RFA  AVAILABLE:  HD-94-007 

P.T . 34,  AA;  K.W.  0404000,  0404004 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Mental  Health 

Application  Receipt  Date:  January  18,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Human  Learning  and  Behavior  Branch,  Center  for  Research  for  Mothers  and  Children,  National  Institute  of  Child  Health 
and  Human  Development  (NICHD)  and  the  Division  of  Neuroscience  and  Behavioral  Science,  National  Institute  of  Mental 
Health  (NIMH)  invite  applications  for  the  support  of  research  on  behavioral  development  during  middle  childhood. 

The  purpose  of  this  RFA  is  to  stimulate  the  submission  of  high  quality  research  applications  for  scientific  studies 
designed  to  characterize  psychological  and  behavioral  aspects  of  development  of  American  children  during  their  middle 
childhood  period.  More  specifically,  the  investigations  should  center  on  gaining  a deep  understanding  of  social, 
emotional  and  cognitive  processes  that  develop  and  help  to  uniquely  define  that  period  that  is  termed  middle  childhood 
(the  period  that  includes  the  age  range  among  children  in  grades  K-6).  Research  focusing  on  normative  development  is 
particularly  encouraged. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  goals.  This  RFA,  Behavioral  Development  in 
Middle  Childhood,  relates  to  the  priority  area  of  psychological,  behavioral,  familial  and  cultural  factors  associated 
with  variations  in  development  of  American  boys  and  girls  during  their  middle  childhood  years.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  units  of  state  and  local  governments,  and  eligible  agencies  of  the  Federal  government. 
Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not  eligible  for  the  First 
Independent  Research  Support  and  Transition  (FIRST)  (R29)  award. 

MECHANISMS  OF  SUPPORT 

Research  support  will  be  provided  through  the  individual  research  project  grant  (R01 ) and  the  FIRST  award  (R29). 

FUNDS  AVAILABLE 

The  support  of  grants  in  connection  with  this  RFA  is  contingent  on  the  availability  of  funds  for  this  purpose.  The 
number  of  grants  awarded  will  be  influenced  by  the  total  amount  of  funds  available  to  the  NICHD  and  NIMH,  the  overall 
number  of  meritorious  applications  received,  and  the  relevance  of  the  applications  to  stated  program  goals.  It  is 
anticipated  that  up  to  $1  million  direct  costs  ($750,000  NICHD;  $250,000  NIMH)  will  be  available  to  fund  six  to  eight 
meritorious  applications  under  this  RFA. 

RESEARCH  OBJECTIVES 

This  RFA  was  initiated  in  response  to  requests  made  by  the  Congress  of  the  United  States  to  the  NICHD.  Report  #102-397 
(FY  1993)  of  the  U.S.  Senate  Appropriations  Committee  (p.  114)  encourages  the  NICHD:  "...to  embark  on  a long  term 
planning  process  to  investigate  psychological  and  behavioral  processes  of  the  middle  childhood  years,  ages  5-11  years." 
A similar  request  was  made  in  report  #102-708  (FY  1993)  by  the  Committee  on  Appropriations  of  the  U.S.  House  of 

Representatives  (p.  77)  encourages:  "the  NICHD  in  collaboration  with  the  NIMH  to  consider  development  of  a new  general 

behavioral  science  initiative  in  the  area  of  middle  childhood  development." 

Our  expectation  is  that  a strong  program  of  basic  research  conducted  under  the  auspices  of  this  RFA  may  provide  key 

information  about  social,  cognitive  and  emotional  factors  that  could  influence  development  of  appropriate  decision-making 
skills.  The  results  from  such  research  may  help  provide  relevant  information  on  how  peer  pressure  emerges  and  how  it 
can  be  used  to  foster  health  promoting  behaviors  or  lead  to  behavioral  problems.  Similarly,  data  from  to-be  supported 
investigations  of  social,  emotional  and  cognitive  development  may  inform  scholars,  educators  and  parents  concerning 
factors  that  may  enhance  and  maintain  motivation  related  to  self-confidence  and  academic  functioning  beyond  the  years 
of  middle  childhood.  In  short,  the  results  of  the  to-be  supported  research  can  help  to  illuminate  the  roots  of  critical 
behaviors  that  uniquely  define  middle  childhood  and  lead  to  healthy  development,  or  start  children  on  the  paths  to 
behavioral  problems  that  appear  in  the  teenage  years. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  30  - August  20,  1993 

3 


STUDY  POPULATION 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

The  research  subjects  will  be  boys  and  girls  who  attend  grades  K-6  in  the  United  States.  Investigators  are  encouraged 
to  study  male  and  female  children  varying  in  their  racial  and  socio-economic  background.  NIH  policy  requires  research 
grants  to  include  minorities  and  women.  If  women  and  minorities  are  excluded  or  inadequately  represented  in  the  proposed 
research,  a clear  and  compelling  rationale  must  be  provided.  Applicants  are  encouraged  to  carefully  assess  the 
feasibility  of,  including  the  broadest  possible  representation,  of  minority  groups. 

APPLICATION  PROCEDURES 

Appl  ications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  The  application  kit  may  be  obtained  from  the  office  of 
sponsored  research  at  your  university/research  institution  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  Md  20892,  telephone 
301/594-7248. 

Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  First  Award  (R29)  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  upon  receipt  by  NIH  staff  for  completeness  and  responsiveness  to  the  RFA.  Incomplete  or 
non- respons i ve  applications  will  be  returned  to  the  applicant.  Those  applications  judged  to  be  competitive  will  undergo 
review  for  scientific  merit  by  a Special  Review  Committee  (SRC)  convened  by  the  NICHD.  The  second  level  of  review  will 
be  conducted  by  the  respective  National  Advisory  Councils  of  the  NICHD  and  the  NIMH. 

The  anticipated  date  of  the  award  is  July  1,  1994. 

INQUIRIES 

Potential  applicants  are  welcome  to  make  inquiries  concerning  this  RFA.  Questions  related  to  programmatic  issues  and 
requests  for  the  RFA  may  be  directed  to: 

Norman  A.  Krasnegor,  Ph.D. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  4B05 

Bethesda,  MD  20892 

Telephone:  (301)  496-6591 

Mary  Ellen  Oliveri,  Ph.D. 

Division  of  Neuroscience  and  Behavioral  Science 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11C-10 

Rockville,  MD  20857 

Telephone:  (301)  443-3942 

Direct  inquiries  concerning  fiscal  matters  to: 

Edgar  D.  Shawver 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Building,  Room  8A17E 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

Diana  T runnel l 

Assistant  Chief,  Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-15 
Rockville,  MD  20857 
Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalogue  of  Federal  Assistance  No.  93.865  for  Mothers  and  Children  and  93.242,  Mental 
Health  Research  Projects.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A 
(Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  52  and  45  CFR  part  74.  Awards  are  also  made  under  authorization  of  PHS  Title  V,  Part  B. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  PROGRAM  TO  IMPROVE  DRUG  ABUSE  TREATMENT 

NIH  GUIDE.  Volume  22,  Number  30,  August  20,  1993 

PA  NUMBER:  PA-93-100 

P.T.  34;  K.W.  0404009,  0745070 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  Program  Announcement  is  to  encourage  research  on  interventions  to  improve  drug  abuse  treatment. 
The  aim  of  the  grant  program  is  to  demonstrate  improvements  in  drug  abuse  and  dependence  treatment,  resulting  in  a 
greater  range  of  effective,  standard  treatments  enabling  treatment  systems  to  operate  with  greater  effectiveness  and 
efficiency. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Research 
Program  to  Improve  Drug  Abuse  Treatment,  is  primarily  related  to  the  priority  area  of  alcohol  and  other  drugs.  Potential 
applicants  may  obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  Government.  Uomen  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

The  mechanism  available  for  support  of  this  program  announcement  is  the  research  project  grant  (R01).  In  fiscal  year 
1994,  it  is  estimated  that  $10  million  will  be  available  from  the  National  Institute  on  Drug  Abuse  (NIDA)  to  support 
approximately  15  new  grants  under  this  announcement. 

RESEARCH  OBJECTIVES 

Increasing  the  effectiveness  of  drug  abuse  treatment  through  research  is  one  of  the  primary  goals  of  NIDA.  Effective 
treatment  is  essential  to  efforts  to  reduce  the  demand  for  illicit  drugs.  The  importance  of  this  goal  has  been 
underscored  by  the  Acquired  Immunodeficiency  Syndrome  (AIDS)  epidemic,  since  effective  treatment  is  critical  to 
preventing  the  spread  of  the  Human  Immunodeficiency  Virus  (HIV)  among  injecting  drug  users. 

This  program  announcement  establishes  a research  program  to  improve  drug  abuse  treatment  in  accord  with  recommendations 
from  the  five-year  treatment  research  planning  process.  The  intent  of  the  research  grant  program  is  to  improve  existing 
treatment  strategies. 

Description  of  the  Program.  Applications  submitted  under  this  announcement  should  focus  on  improving  existing  treatment 
approaches,  developing  new  treatment  approaches,  or  addressing  important  clinical  questions  impacting  on  treatment 
outcome.  Interventions  may  be  based  in  a variety  of  settings  (e.g. , hospitals,  residential  programs,  outpatient 
programs,  correctional  settings).  Investigation  into  all  types  of  treatment  modalities  is  encouraged.  Research  projects 
that  investigate  the  effectiveness  of  different  service  components  and  service  strategies  are  of  particular  interest. 
Additionally,  programs  testing  the  independent  and  joint  effects  of  marketed  drug  dependence  pharmacotherapies  and 
psychobehavioral  treatment  components  for  particular  populations  of  drug  addicts,  such  as  the  dually  diagnosed,  are 
encouraged. 

Applicants  may  establish  new  treatment  slots  with  the  funds  requested,  in  support  of  their  research  objectives.  In 
addition,  funds  may  be  used  to  support  service  components  to  enhance  treatment  outcomes  (e.g.,  vocational  rehabilitation 
as  part  of  the  treatment  provided),  but  the  provision  of  services  must  be  clearly  related  to  research  objectives. 

Research  Projects.  Investigators  are  encouraged  to  use  the  most  rigorous  methodology  consistent  with  the  purposes  of 
the  research. 

Some  research  proposals  may  appropriately  be  studied  through  experimental  designs  involving  random  assignment  of  subjects 
to  treatments,  yet,  such  strategies  may  not  be  appropriate  for  all  circumstances. 

Examples  of  research  areas  to  be  studied  include,  but  are  not  limited  to,  the  following: 

o More  effective  outreach  and  recruitment  strategies  for  treatment  entry  and  engagement.  Communi ty- based  interventions 
that  forge  therapeutic  alliances  with  families,  social  networks,  and  community  organizations  need  to  be  formulated  and 
tested,  especially  for  the  substantial  minority  of  drug  users  who  will  not  enter  drug  abuse  treatment. 

o Research  to  improve  treatment  engagement  and  retention. 

o Therapy-specific  diagnostic  methods  of  defining  drug  abuse  syndromes  that  assess  problems  addressed  by  specific 
therapeutic  alternatives  and  matching  individual  patient  characteristics  with  treatment  techniques. 
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o Research  on  outpatient  treatment  retention  and  compliance,  addressing  the  serious  problem  of  continued  use  of  alcohol, 
marijuana,  cocaine,  and  benzodiazepines  by  patients  in  treatment  for  other  drugs  of  abuse. 

o Research  to  investigate  and  maximize  the  efficacy  of  individual  and  group,  behavioral,  cognitive-behavioral, 
psychodynamic,  family  therapy,  brief  interventions,  and  interpersonal  therapies. 

o Use  of  existing  behavior  modification  methods  to  compensate  for  cognitive  deficits  in  drug  addicts  is  of  particular 
interest. 

o Drug  counseling  techniques,  operationally  defined,  to  permit  the  investigation  of  their  efficacy. 

o Outreach  strategies  to  encourage  treatment  reentry  and/or  provide  alternative  community-based  interventions  for 
patients  who  drop  out  of  treatment. 

o The  impact  of  ancillary  and  specialized  services,  such  as  literacy  training,  vocational  training  and  employment 
services,  housing  assistance,  primary  health  care,  reproductive  counseling,  parenting  training,  and  case  management  on 
treatment  engagement,  retention,  and  drug  abuse  treatment  outcomes. 

o AIDS-related  treatment  research  within  existing  programs,  including  medical  and  case  management  services  for  infected 
and  ill  clients,  grief  counseling  for  clients  and  staff,  AIDS  prevention  counseling,  sexual  and  perinatal  transmission, 
etc. 

o Considering  the  danger  of  HIV  infection  with  relapse  to  drug  use,  new  extended  treatment  programs  or  aftercare 
strategies  for  maintaining  prolonged  therapeutic  interventions,  supervision,  and  support  for  clients  need  to  be 
established  to  prevent  relapse  and  protect  individuals. 

o Means  of  linking  primary  medical  care  with  drug  abuse  treatment  in  improving  drug  treatment  outcomes  especially  for 
drug  dependent  persons  who  have  serious  concomitant  medical  problems. 

o Research  on  models  for  integrating  treatment  of  drug  abuse  and  other  co-occurring  psychiatric  and  neurological 
disorders. 

o Psychosocial  and  behavioral  treatments  for  use  in  combination  with  pharmacotherapies  to  address  the  problem  of 
continued  drug  dependence  and  that  interfere  with  treatment  engagement  and  compliance  with  medication  regimes. 

o Adaptation  and  assessment  of  existing  treatments  that  have  been  found  generally  effective,  for  specific  racial  and 
ethnic  groups. 

o Studies  of  interventions  that  specifically  address  the  unique  needs  of  women  (e.g.,  interventions  that  emphasize 
interpersonal  relationships,  that  address  sexual  abuse  or  other  forms  of  victimization). 

o Treatment  research  on  youth  who  begin  drug  use  at  an  early  age,  are  school  dropouts,  and  are  at  risk  for  later  drug 
dependence. 

o Intensive  and  multi -component  interventions  for  difficult- to- treat  clients,  low-income  persons  caught  in  the  cycle 
of  poverty,  poorly  educated  clients  who  may  be  functionally  illiterate,  psychiatrical ly  impaired  or  lacking  in  vocational 
ski l Is. 

All  applicants  are  strongly  encouraged  to  address  issues  of  project  feasibility,  implementation  of  the  intervention, 
study  design,  sampling  procedure,  instrumentation  and  measurement,  data  collection,  tracking  of  clients,  follow-up,  and 
data  analysis,  as  appropriate.  The  applicant  also  may  wish  to  include  an  information  dissemination  plan,  to  assure  that 
research  findings  are  communicated  to  the  treatment  field  in  a timely,  efficient  fashion.  Applicants  are  advised  to 
provide  adequate  information  regarding  available  facilities  and  staff,  as  well  as  plans  to  acquire  new  staff. 

Investigators  are  encouraged  to  offer  HIV  testing  and  counseling  in  accordance  with  current  guidelines  to  subjects 
identified  during  the  course  of  the  research  as  being  at  risk  for  HIV  acquisition  or  transmission.  In  high-risk 
populations,  investigators  are  encouraged  to  assess  the  effects  of  new  interventions  on  the  acquisition  and  transmission 
of  infectious  diseases,  including  HIV. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully  the 
feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may 
not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific 
Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 
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For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for  AIDS-related  research 
are  found  in  the  PHS  398  instructions.  Applicants  who  are  currently  supported  under  the  NIDA  research  demonstration 
program  (R18)  will  be  considered  competing  continuation  (type  2)  R01  and  may  submit  their  applications  for  the  competing 
continuation  receipt  dates  of  November  1,  March  1,  or  July  1. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301/594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  item  2a  of  face  page  of  the 
application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  Maryland  20892** 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants  (DRG),  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary 
DHHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  initial  review  group  (IRG) 
in  accordance  with  established  PHS  referral  guidelines.  The  IRGs,  consisting  primarily  of  non- Federal  scientific  and 
technical  experts,  will  review  the  applications  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH 
peer  review  procedures.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial 
review.  Applications  will  receive  a second-level  review  by  an  appropriate  National  Advisory  Council,  whose  review  may 
be  based  on  policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  further  consideration 
by  the  Council  may  be  considered  for  funding. 

AWARD  CRITERIA 

Applications  recommended  for  further  consideration  by  an  appropriate  National  Advisory  Council  will  compete  for  available 
funds  with  all  other  approved  applications  assigned  to  the  appropriate  Institute.  The  following  will  be  considered  in 
making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 
o Institute  program  needs  and  balance 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Frank  M.  Tims,  Ph.D. 

Division  of  Clinical  Research 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10A-30 
Rockville,  MD  20857 
Telephone:  (301)  443-4060 
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Direct  inquiries  regarding  fiscal  issues  to: 


Chief,  Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  HD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  Section  301  of  the  Public  Health  Service  Act  (42  USC  241)  and  administered  under  PHS  policies  and  Federal  Regulations 
at  Title  42  CFR  52  "Grants  for  Research  Projects,"  Title  45  CFR  Part  74  and  92,  "Administration  of  Grants"  and  45  CFR 
Part  46,  "Protection  of  Human  Subjects".  Title  42  CFR  Part  2,  "Confidentiality  of  Alcohol  and  Drug  Abuse  Patient 
Records,"  may  also  be  applicable  to  these  awards.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

Sections  of  the  Code  of  Federal  Regulations  are  available  in  booklet  form  from  the  U.S.  Government  Printing  Office. 
Grants  must  be  adninistered  in  accordance  with  the  PHS  Grants  Policy  Statement,  (revised  10/90),  which  may  be  available 
from  your  office  of  sponsored  research. 

NUTRITION  IN  CYSTIC  FIBROSIS 

N1H  GUIDE.  Volume  22,  Number  30,  August  20,  1993 

PA  NUMBER:  PA-93- 103 

P.T.  34;  K.W.  0715165,  0710095,  0765035 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  invites  applications  for  research  to  assess 
nutritional  status  in  cystic  fibrosis  (CF),  the  pathophysiology  underlying  the  nutritional  problems  associated  with 
cystic  fibrosis,  and  the  contribution  of  nutritional  disorders  to  morbidity  and  mortality  of  cystic  fibrosis,  and  to 
develop  and/or  test  interventions  to  improve  nutritional  status,  growth  and  development  in  cystic  fibrosis. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Nutrition 
in  Cystic  Fibrosis,  is  related  to  the  priority  area  of  chronic  diseases.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  i cat  ions  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  award. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  for  this  program  will  be  the  research  project  grant  (ROD,  and  FIRST  awards  (R29).  Although 
the  sizes  of  awards  may  vary  considerably  from  one  project  to  another,  it  is  anticipated  that  the  average  size  of  an 
award  will  be  approximately  $220,000  in  total  costs  for  the  first  budget  period. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  initiative  is  to  stimulate  research  in  characterizing  the  nutritional  status  of  children  and  adults 
with  CF,  improve  methods  for  evaluating  nutritional  status  in  CF,  understand  the  causes  of  malnutrition  in  CF,  examine 
the  molecular  and  cellular  consequences  of  nutritional  alterations  in  CF,  define  the  relationship  of  nutritional  status 
to  mortality  and  morbidity  in  CF,  examine  whether  or  not  improved  nutritional  status  will  influence  progression  of 
pulmonary  disease,  and  develop  strategies  to  improve  nutritional  status,  growth  and  development  in  CF. 

Background 

Despite  dramatic  improvements  in  lifespan  of  patients  with  CF,  the  median  survival  in  1992  was  29  years.  Malnutrition 
contributes  significantly  toward  morbidity  in  CF.  Although  malnutrition  due  to  pancreatic  enzyme  insufficiency  is 
correctable  and  92  percent  of  U.S.  CF  patients  take  pancreatic  enzyme  supplements,  the  majority  of  CF  patients  are 
underweight  and  have  short  stature  with  half  below  the  tenth  percentiles  for  height  and  weight,  based  on  data  from  nearly 
19,000  patients  in  the  Cystic  Fibrosis  Foundation  (CFF)  National  Patient  Registry,  1991.  Mortality  rate  and  decline 
in  pulmonary  function  correlate  with  poorer  weight  status  after  adjusting  for  age,  sex,  and  pulmonary  function  in 
longitudinal  analyses  from  this  database.  The  relationship  between  pulmonary  function  and  nutritional  status  is  complex 
and  the  extent  to  which  achievement  of  normal  nutrition  and  growth  might  ameliorate  the  rate  of  progression  of  lung 
disease  and  improve  survival  remains  to  be  determined.  Longitudinal  analysis  of  CF  patients  is  warranted  to  answer 
causal  questions.  Improved  nutritional  status  may  improve  exercise  tolerance  and  muscle  function,  possibly  improving 
respiratory  muscle  strength,  and  may  have  important  implications  for  resistance  to  infection. 
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A variety  of  methods  are  now  available  for  assessing  body  composition  in  CF,  including  bioelectric  impedance  analysis, 
dual  photon  and  dual  x-ray  absorptiometry,  and  total  body  electrical  conductivity.  Assessment  of  energy  expenditure 
and  substrate  utilization  wilt  permit  exploration  of  questions  about  the  relative  contributions  of  altered  energy  needs 
and  intake  to  malnutrition  and  growth  failure  in  CF.  There  is  evidence  that  resting  energy  expenditure  is  increased 
in  CF,  but  the  mechanism  by  which  this  occurs  and  the  contributions  of  lung  disease,  the  genetic  defect  itself, 
medications  and  inflammation,  infection,  and  other  potential  factors  influencing  metabolism  must  be  elucidated.  In 
addition  to  identifying  the  mechanisms  of  altered  energy  balance,  improved  methods  are  needed  to  detect  patients 
requiring  improved  nutritional  support,  monitor  prospectively  the  response  to  nutritional  intervention,  and  assess  the 
impact  of  nutritional  status  on  anticipated  new  therapeutic  strategies.  Moreover,  assessment  of  the  impact  on 
nutritional  status  of  anticipated  new  therapeutic  strategies  for  CF,  including  pharmacologic  therapy  targeted  to  the 
molecular  basis  of  the  disease  and  gene  therapy,  will  require  simple,  validated  and  cost  effective  techniques  for 
evaluation  of  nutritional  status.  Areas  of  opportunity  and  new  directions  for  research  were  identified  at  a recent 
NIDDK/CFF  conference  on  Nutrition  in  CF  and  are  summarized  in  this  Program  Announcement. 

Scope 

Some  examples  of  research  topics  that  would  be  considered  responsive  to  this  solicitation  include  the  following: 

1.  The  relationship  of  nutritional  status  to  mortality  and  morbidity  in  CF: 

o how  to  use  anthropometric  indices,  including  height,  weight  and  skinfold  data,  parental  height,  and  pubertal  stage, 
most  effectively  in  longitudinal  investigation  of  CF  mortality  and  morbidity; 

o the  nature  and  basis  of  male/female  discrepancies  in  CF  morbidity  and  mortality  and  of  clinical  worsening  at 
adolescence  in  CF; 

o the  impact  of  critical  periods  of  growth,  e.g. , infancy  and  adolescence,  on  nutritional  status  and  response  to 
nutritional  intervention  in  CF; 

o how  fitness  and  nutritional  status  are  related  to  mortality  and  morbidity  in  CF; 

2.  Methods  to  evaluate  nutritional  status  and  identify  functional  correlates  in  CF: 

o validation  over  the  age  and  disease  spectrum  of  nutritional  assessment  tools  ultimately  of  use  in  the  clinical  setting 
in  CF,  including  both  sophisticated  methodology  and  simpler  measures; 

o development  and  analysis  of  functional  correlates  of  nutritional  status  in  CF,  including  exercise  tolerance  and  static 
and  dynamic  muscle  function; 

o establish  which  body  composition  methods  are  most  useful  for  assessment  of  CF  and  development  of  dynamic  measures 
of  body  composition  change; 

o definition  of  body  compartments  of  nutritional  significance  and  correlation  with  function  in  CF; 

3.  Nutrient  absorption  and  utilization  and  energy  expenditure  in  CF: 

o evaluation  of  energy  expenditure  methods  in  CF,  i.e.,  for  energy  costs  of  specific  activities; 
o evaluation  of  substrate  utilization  methods  in  CF,  e.g.,  protein  and  lipid  turnover; 
o novel  methods  to  evaluate  nutrient  absorption  and  losses  in  CF; 
o evaluation  of  methods  to  assess  micronutrient  homeostasis  in  CF; 

o the  relative  contributions  of  altered  energy  loss,  energy  expenditure,  and  energy  intake  to  energy  imbalance  in  CF; 

4.  Combined  effects  of  CF  and  other  conditions: 

o the  impact  of  other  factors  including  early  screening,  socio-economic  status,  liver  disease,  transplantation  and 
pregnancy  on  nutritional  status  in  CF; 

o the  etiology  of  insulin  deficiency  in  CF,  its  effects  on  protein  metabolism  and  growth,  and  optimal  methods  to  assess 
and  manage  diabetes  mellitus  in  CF; 

5.  Relationship  of  respiratory  disease  to  malnutrition: 

o relationship  of  respiratory  muscle  strength  to  malnutrition  and  to  specific  nutrient  deficiencies; 
o longitudinal  data  on  respiratory  muscle  strength  in  CF  with  and  without  intervention; 
o methods  to  assess  muscle  function  versus  mass  in  malnutrition; 
o effects  of  malnutrition  on  anatomic  and  functional  lung  growth; 

o longitudinal  analysis  of  whether  prevention  of  malnutrition  and  growth  failure  ameliorates  the  rate  of  progression 
of  lung  disease; 

6.  Longitudinal  analysis  of  the  relationship  between  malnutrition  and  chronic  infection  in  CF: 
o does  repeated  or  chronic  infection  accelerate  malnutrition? 
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o are  metabolic  changes  or  failure  to  replete  markers  for  inadequate  treatment  of  infection? 
o are  micronutrient  changes  a cause  or  a consequence  of  susceptibility  to  infection? 
o at  what  level  of  malnutrition  does  immunological  function  deteriorate? 

o what  is  the  relationship  of  nutritional  status  and  inflammatory  response,  acute  phase  response,  and  prostaglandin 
release  causing  vasoconstriction? 

o how  does  infection  influence  energy  expended? 

7.  Strategies  to  improve  nutritional  status  in  CF: 

o prospective  evaluation  of  the  effectiveness  of  interventions  ranging  from  education  to  total  parenteral  nutrition; 
o the  risks,  benefits  and  role  of  growth  factors  and  anabolic  agents; 
o improved  enzyme  formulations  that  are  acid  resistant  or  without  pH  inhibition; 
o the  role  of  micronutrients  as  pharmacologic  agents; 

o specific  nutritional  supplements  such  as  omega  3 fatty  acids  or  structured  lipids; 

o use  of  transgenic  CF  animal  models  and  CF  cell  lines  to  explore  the  impact  of  nutritional  factors  and  interventions. 
STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  (rev.  9/91)  in  Item 
4 (Research  Design  and  Methods)  of  the  Research  Plan  AND  summarized  in  Item  5,  Human  Subjects.  Applicants  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full 
array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups 
must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  regular 
application  deadlines  as  indicated  in  the  application  kit.  Application  kits  are  available  at  most  institutional  offices 
of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  The  title  and  number  of 
this  announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the  application. 

Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required  numbered  of  reference  letters 
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will  be  considered  incomplete  and  will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be  reviewed  for 
scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants,  NIH,  in  accordance  with  the  standard 
NIH  peer  review  procedures.  Following  scientific-technical  review,  the  applications  will  receive  a second-level  review 
by  the  appropriate  Institute's  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Judith  E.  Fradkin,  M.D. 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  621 
Bethesda,  MD  20892 
Telephone:  (301)  594-7567 

Direct  inquiries  regarding  fiscal  matters  to: 

Linda  M.  Stecklein 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  653 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.847.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

RESEARCH  ON  ORAL  BONE  LOSS  AND  OSTEOPOROSIS 

NIH  GUIDE.  Volume  22,  Number  30,  August  20,  1993 

PA  NUMBER:  PA-93-104 

P.T.  34;  K.W.  0715031,  0715148 

National  Institute  of  Dental  Research 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  and  the  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin 
Diseases  (NIAMS)  invite  grant  applications  to  conduct  multidisciplinary  research,  both  basic  and  clinical,  with  emphasis 
on  genetic  and  epidemiological  aspects  of  the  link  between  osteoporosis  and  oral  bone  loss. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Osteoporosis 
and  Oral  Bone  Loss,  is  related  to  the  priority  area  of  oral  health.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Appl  ications  may  be  submitted  by  domestic  and  foreign,  non-profit  and  for-profit,  public  and  private  organizations,  such 
as  dental  or  medical  schools,  universities  and  research  institutions.  Foreign  institutions  are  not  eligible  for  the 
First  Independent  Research  Support  and  Transition  (FIRST)  Award  (R29).  Applications  from  minority  individuals  and  women 
are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanisms  available  for  the  support  of  this  program  include  the  research  project  grant  (R01),  First  Independent 
Research  Support  and  Transition  (FIRST)  Award  (R29),  small  grant  (R03)  (NIDR  only),  and  Interactive  Research  Project 
Grants  (IRPG). 

Appl  ications  from  institutions  that  have  an  Osteoporosis  Research  Center  funded  by  the  NIAMS  may  wish  to  identify  the 
center  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter  of  agreement  from  both  the  center  director 
and  program  director  should  be  included  with  the  application. 

RESEARCH  OBJECTIVES 

Osteoporosis  is  a major  health  problem  in  the  United  States  affecting  an  estimated  20  million  people,  many  of  whom  are 
women.  The  disease  is  implicated  in  1.5  million  fractures  each  year  and  accounts  for  medical  care  expenditures  of  at 
least  $10  billion  annually.  In  addition,  there  is  evidence  of  significant  mortality  and  morbidity  associated  with 
osteoporosis.  Uhile  little  is  known  about  the  possible  relationship  between  oral  bone  loss  and  osteoporosis,  the 
scientific  literature  suggests  that  skeletal  osteopenia,  in  concert  with  underlying  factors,  may  create  an  environment 
conducive  to  accelerated  loss  of  oral  bone.  In  the  dentate  this  may  be  manifested  as  a loss  of  tooth  support.  In 
toothless  (edentulous)  individuals,  osteopenia  may  augment  local  anatomic,  biological,  and  mechanical  factors  resulting 
in  extensive  ridge  atrophy.  Thus,  skeletal  osteopenia  may  influence  the  need  for  and  outcome  of  periodontal, 
pre-prosthetic,  and  implant  procedures.  There  is  also  evidence  in  the  literature  to  suggest  that  therapeutic  measures 
that  control  or  have  an  effect  on  osteoporosis  could  have  a favorable  impact  on  oral  bone  retention. 

An  NIH  workshop  titled  "Osteoporosis  and  Oral  Bone  Loss"  was  sponsored  by  the  National  Institute  of  Dental  Research, 
the  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases,  and  the  Office  of  Research  on  Women's  Health, 
to  bring  together  experts  from  various  disciplines  to  focus  attention  on  the  possible  relationship  between  osteoporosis 
and  oral  bone  loss.  The  goal  of  the  workshop  was  to  summarize  the  state  of  the  science  on  this  relationship,  to  identify 
gaps  in  knowledge  regarding  possible  linkages  underlying  the  relationship,  and  to  develop  specific  research 
recommendations  for  the  future.  The  complete  proceedings  of  the  workshop  and  the  research  recommendations  will  be 
published  in  an  upcoming  supplement  to  the  Journal  of  Bone  and  Mineral  Research. 

Whi le  craniofacial  bone  may  provide  measurable  features  indicative  of  skeletal  bone  health,  studies  speci f ical ly  designed 
to  examine  the  relationship  between  craniofacial  bone  mass  and  osteoporosis  have  had  mixed  results  and  have  been  plagued 
by  methodological  deficiencies  that  cloud  interpretation  and  prohibit  comparison  of  results.  Thus,  many  of  our  concepts 
are  based  on  anecdotal  information,  clinical  impressions,  and  studies  on  small  sample  sizes.  Recognizing  these 
limitations,  the  literature  shows  that  there  is:  (1)  a positive  correlation  between  tooth  loss,  edentulism,  and 
osteoporosis;  (2)  a relationship  between  skeletal,  maxillary,  and  mandibular  bone  mass;  (3)  annual  decrease  in  jaw  bone 
of  elderly  individuals,  the  rate  of  decrease  being  greater  in  women  than  in  men;  (4)  a significant  difference  between 
younger  and  older  women  in  maxillary  and  mandibular  alveolar  bone;  and  (5)  a significant  difference  in  osseous  fractal 
dimensions  in  premenopausal  and  postmenopausal  women.  Thus,  despite  the  limited  data  available,  it  was  the  consensus 
of  the  workshop  that  the  rate  and  severity  of  oral  bone  loss  might  be  accelerated  by  the  presence  of  various  forms  of 
osteoporosis.  These  data  as  well  as  our  knowledge  of  basic  bone  biology  suggest  a strong  rationale  for  a relationship 
between  oral  bone  loss  and  osteoporosis. 

The  participants  in  the  workshop  on  Osteoporosis  and  Oral  Bone  Loss  described  the  need  for  continued  integration  of 
insights  from  collaborative  studies  carried  out  by  specialists  in  oral  biology  and  medicine  and  experts  in  skeletal 
osteoporosis.  Some  recommended  research  directions  include,  but  are  not  limited  to: 

o Development  of  new  and  improved  methods  for  quantitatively  assessing  oral  bone  volume,  density,  structural  and 
mechanical  properties,  quality  and  turnover  applicable  to  both  dentate  and  edentate  individuals.  These  methods  should 
be  suitable  for  large  scale  population  studies. 

o Development  of  in  vitro  and  in  vivo  models  for  studying  oral  bone  loss  and  remodelling.  Models  that  investigate  the 
effect  of  mechanical,  biophysical  and  metabolic  influences  on  oral  bone  are  encouraged. 

o Identification  and  development  of  molecular  markers  present  in  the  oral  cavity  that  can  be  used  for  the  diagnosis 
of  oral  and  non-oral  bone  loss. 

o Development  of  basic  knowledge  on  the  similarities  and  differences  between  oral  and  non-oral  bone  in  health  and 
disease  and  investigate  possible  relationships  between  osteoporosis  and  oral  bone  loss. 

o Design  of  epidemiological  and  genetic  studies  to  elucidate  possible  linkages  between  oral  bone  loss  and  osteoporosis. 

o Development  of  simple,  cost-effective,  accurate  and  safe  diagnostic  tests  to  ascertain  individuals  at  risk  for  oral 
bone  loss. 

o Conducting  studies  to  clarify  the  role  of  fluorides  in  the  possible  prevention  of  osteoporosis  and,  specifically, 
oral  bone  loss. 

o Identification  and  characterization  of  association  between  osteoporosis  and  periodontal  diseases. 

These  areas  of  research  are  neither  prioritized  nor  meant  to  be  restrictive.  Investigators  are  encouraged  to  submit 
scientifically  meritorious  applications  in  any  area  of  research  responsive  to  the  general  research  objectives  of  this 
Program  Announcement. 
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Research  applications  should  be  of  high  scientific  quality.  The  project  should  be  founded  on  a strong  hypothesis  as 
evidenced  by  preliminary  data  collected  by  the  investigator  or  others.  Prior  experience  of  the  investigative  team  is 
an  important  element  in  proving  the  likely  success  of  the  research  proposed. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  clinical  research  grants  and  cooperative  agreements  are  required  to  include  minorities 
and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease, 
disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women 
in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended  to  apply 
to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical  research, 
particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  site  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  form  PHS  398  (rev.  9/91)  in  items 
1-4  of  the  Research  Plan  and  summarized  in  item  5,  Human  Subjects.  Appl i cants  are  urged  to  careful ly  assess  the 
feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may 
not  be  feasible  or  appropriate  in  all  such  projects  to  include  representation  of  the  full  array  of  United  States  racial, 
ethnic  minority  populations  (i.e..  Native  Americans  [including  American  Indians  or  Alaskan  Natives] , Asian/Pacific 
Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  l i mi  ted  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  i dent i f i ed  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  appl  icant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  Uni  ted  States' 
populations,  including  minorities. 

If  the  requi red  information  is  not  contained  wi thin  the  appl ication,  the  application  will  be  returned. 

Peer  reviewers  wi l l address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  sc i ent i f i c question(s)  addressed 
or  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  des i gn  and  will  be  reflected  in  assigning  the  priority  score  to  the  appl ication. 

All  applications  for  clinical  research  submi tted  to  the  NIH  are  requi red  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Appl i cat  ions  are  to  be  submi tted  on  grant  appl ication  form  PHS  398  (rev.  9/91 ),  which  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449, 
Bethesda,  MD  20892,  telephone  301/594-7248  and  from  the  institution's  office  of  sponsored  research.  To  identify  the 

application  as  a response  to  this  PA,  check  “yes"  on  item  2a  of  face  page  of  the  application  and  enter  PA-93- 104 

"Osteoporosis  and  Oral  Bone  Loss". 

Appl i cat  ions  for  the  R01  and  R29  mechanisms  wi 1 1 be  accepted  at  the  standard  applications  receipt  dates  indicated  in 
the  application  kit. 

The  application  receipt  date  for  R03s  is  April,  August,  and  December  3. 

The  receipt  dates  for  the  IRPG  mechanism  (which  was  announced  in  the  NIH  Guide,  Vol.  22,  No.  16,  April  23,  1993)  are 

February,  June,  and  October  15. 

Submit  a signed,  typewritten  original  of  the  application,  and  five  signed  photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  referral  guidelines.  Applications  will 
be  reviewed  for  sc i ent i f i c and  technical  meri t by  initial  review  groups  of  the  Division  of  Research  Grants,  NIH  or  by 
the  review  group  of  the  relevant  Institute  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following 
scienti  fic- technical  review,  appl  i cat  ions  wi  1 1 receive  a second  level  review  by  the  appropriate  national  advisory  counc  i l 
or  board. 
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AWARD  CRITERIA 


Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  that  ICD.  The  following 
will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  PA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Mohandas  Bhat,  M.D.S.,  Dr.P.H. 

Craniofacial  Development  and  Disorders  Program 
National  Institute  of  Dental  Research 
Westwood  Building,  Room  509 
Bethesda,  MD  20892 
Telephone:  (301)  594-7648 

Joan  A.  McGowan,  M.N.S.,  Ph.D. 

Bone  Biology  and  Bone  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  403 

Bethesda,  MD  20892 

Telephone:  (301)  594-9957 

E-mai l:  McGowanjaoccshost.NLM.NIH.GOV 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Theresa  Ringler 

Grants  Management  Office 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  510 

Bethesda,  MD  20892 

Telephone:  (301)  594-7629 

Ms.  G.  Carol  Clearfield 
Grants  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  726B 
Bethesda,  MD  20892 
Telephone:  (301)  594-9973 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.121.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,(42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ERRATA 


AID/NIAID  PROGRAM:  FUNDAMENTAL  MALARIA  VACCINE  STUDIES 

N1H  GUIDE.  Volune  22,  Number  30,  August  20,  1993 

RFA:  AI -93-016 

P.T.  34;  K.W.  0740075,  0715151 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  September  1,  1993 
Application  Receipt  Date:  November  10,  1993 

The  following  changes  are  made  to  Request  for  Applications  AI-93-016,  which  was  printed  in  the  NIH  Guide  for  Grants  and 
Contracts,  Vol.  22,  No.  27,  July  30,  1993. 

LETTERS  OF  INTENT 

The  letter  is  to  be  sent  to  Dr.  B.  Fenton  Hall  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

At  the  time  of  submission,  two  additional  copies  of  the  grant  applications  must  be  sent  to 
Dr.  B.  Fenton  Hall  at  the  address  listed  under  INQUIRIES. 
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Applications  must  be  received  by  the  Division  of  Research  Grants  and  Dr.  Hall  by  November  10,  1993. 

REVIEW  CONSIDERATIONS 

A Review  Committee  will  be  convened  by  the  Division  of  Research  Grants,  NOT  by  the  Division  of  Extramural  Activities, 
N I AID . 

INQUIRIES 

Letters  of  Intent,  Requests  for  the  RFA,  and  inquiries  regarding  programmatic  issues  may  be  directed  to  Dr.  B.  Fenton 
Hall 

Inquiries  on  review  procedures  may  be  directed  to: 

Sami  Mayyasi,  Ph.D. 

Immunology,  Virology  and  Pathology  Review  Section 
Division  of  Research  Grants 
Westwood  Building,  Room  A-10 
Bethesda,  MD  20816 

IN  UTERO  STEM  CELL  TRANSPLANTATION  FOR  GENETIC  DISEASES 

N1H  GUIDE.  Volume  22,  Number  30,  August  20,  1993 
RFA:  HL-93-014 

P.T . 34;  K.W.  0715032,  0745065,  0755020,  1002019,  0715135 
National  Heart,  Lung  and  Blood  Institute 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  October  1,  1993 
Application  Receipt  Date:  November  17,  1993 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  will  join  with  the  National,  Heart,  Lung 
and  Blood  Institute  (NHLBI)  to  co-sponsor  the  Request  for  Applications  (RFA)  HL-93-014  entitled  "In  Utero  Stem  Cell 
Transplantation  for  Genetic  Disease,"  published  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  22,  No.  14,  April  9, 
1993.  The  NIDDK  has  a continuing  interest  in  the  support  of  research  on  the  development  of  in  utero  stem  cell 
transplantation  for  the  treatment  of  genetic  metabolic  diseases  with  particular  emphasis  on  lysosomal  storage  diseases 
and  mucopolysaccharidoses.  Since  these  metabolic  diseases  have  been  shown  to  be  ameliorated  by  postnatal  bone  marrow 
transplants,  they  would  make  appropriate  model  systems  for  the  development  of  in  utero  stem  cell  transplantation. 
Applications  received  in  response  to  this  RFA  that  propose  to  treat  genetic  metabolic  diseases  will  be  considered  for 
funding  by  both  the  NHLBI  and  the  NIDDK. 

Interested  investigators  are  encouraged  to  contact  Program  Staff  to  discuss  potential  applications  and  to  obtain  the 
full  text  of  the  amended  RFA.  Inquiries  may  be  addressed  to: 

Dr.  Catherine  McKeon 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

Bethesda,  MD  20892 

Telephone:  (301)  594-7582 

FAX:  (301)  594-9011 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DMSION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbaid  Avenue 
Bethesda^  MD  20816 
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NOTICES 


MINORITY  ACCESS  TO  RESEARCH  CAREERS  PROGRAM 


NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 

P.T.  34;  K.U.  1014006 

National  Institute  of  Mental  Health 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

National  Institute  on  Drug  Abuse 

The  Program  Announcement  "Minority  Access  to  Research  Careers  Program  (MARC)"  was  published  by  the  Alcohol,  Drug  Abuse, 
and  Mental  Health  Administration  (ADAMHA)  in  1987  and  has  been  supported  by  the  three  former  ADAMHA  institutes,  the 
National  Institute  of  Mental  Health  (NIMH),  the  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA),  and  the 
National  Institute  on  Drug  Abuse  (NIDA).  The  MARC  program  at  the  National  Institutes  of  Health  (NIH)  has  been 
administered  primarily  by  the  National  Institute  of  General  Medical  Sciences  (NIGMS)  and  the  other  NIH  institutes  have 
provided  funding  for  some  aspects  of  selected  MARC  grants. 

The  merger  of  the  ADAMHA  institutes  with  the  NIH  has  led  to  a reorganization  of  the  former  ADAMHA  MARC  Program.  The 
NIMH  will  continue  and  further  develop  this  program  in  the  area  of  mental  health.  The  name  of  this  program  has  been 
changed  to  "Career  Opportunities  in  Research  Education  and  Training  (COR)."  The  NIDA  and  NIAAA  will  honor  commitments 
for  continuation  of  awards  made  under  the  former  ADAMHA  MARC,  but  will  no  longer  accept  assignment  of  new  applications 
submitted  to  this  program.  The  NIDA  and  NIAAA  will  participate  in  the  NIGMS-administered  MARC  program. 

INQUIRIES 

For  further  information  regarding  this  announcement,  contact: 

Ernestine  Vanderveen,  Ph.D. 

Minority  Research  Coordinator 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Parklawn  Building,  Room  16C-06 
Rockville,  MD  20857 
Telephone:  (301)  443-1273 

Timothy  P.  Condon,  Ph.D. 

Office  of  Science  Policy,  Education,  and  Legislation 

National  Institute  on  Drug  Abuse 

Parklawn  Building,  Room  10A55 

Rockville,  MD  20857 

Telephone:  (301)  443-6071 

Yvonne  T.  Maddox.  Ph.D. 

Minority  Access  to  Research  Careers  Program 
National  Institute  of  General  Medical  Sciences 
Westwood  Building,  Room  950 
Bethesda,  MD  20892 
Telephone:  (301)  594-7823 

Sherman  L.  Ragland 

Office  for  Special  Populations 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  17C-16 

Rockville,  MD  20857 

Telephone:  (301)  443-284 7 

FAX:  (301)  443-1328 
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THE  HUMAN  BRAIN  PROJECT:  PHASE  I FEASIBILITY  STUDIES 


NIH  GUIDE,  Volume  22,  Number  31,  August  27,  1993 

PA  NUMBER:  PA-93-068 

P.T.  34;  K.W.  0705010,  1002030,  1004017 

National  Institute  of  Mental  Health 
National  Institute  on  Drug  Abuse 
National  Science  Foundation 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  on  Deafness  and  Other  Communication  Disorders 
National  Center  for  Research  Resources 
National  Library  of  Medicine 
Office  of  Naval  Research 

National  Aeronautics  and  Space  Administration 
Department  of  Energy 
Fogarty  International  Center 

As  indicated  above,  the  Department  of  Energy  and  the  Fogarty  International  Center  have  joined  the  Federal  organizations 
supporting  the  Human  Brain  Project. 

For  the  information  of  those  intending  to  apply  in  response  to  the  program  announcement  of  The  Human  Brain  Project  (PA- 
93-068;  NIH  GUIDE,  Vol.  22,  No.  13,  April  2,  1993),  it  is  important  that  the  special  purpose  of  this  program  is 
considered  when  applications  are  prepared.  The  following  excerpts  from  the  program  announcement  emphasize  the  need  for 
each  application  to  include  both  an  informatics  research  component  and  a neuroscience  research  component: 

o This  initiative  will  incorporate  cutting-edge  informatics  research  with  neuroscience  research  in  order  to  facilitate 
the  integration  of  neuroscience  information  and  to  promote  communication  and  collaboration  across  scientific  disciplines 
and  geographic  locations. 

o The  Human  Brain  Project  encourages  informatics  research  carried  out  in  concert  with  neuroscience  research. 

Since  informatics  solutions  will  likely  include  computer-based  tools  such  as  databases,  computer  networks  and  associated 
software  to  acquire,  store,  manage,  analyze,  integrate,  and  transmit  neuroscience  information,  it  is  probable  that  key 
personnel  on  successful  applications  will  include  not  only  neuroscientists,  but  also  those  engaged  in  research  in 
computer  science,  information  science,  engineering,  mathematics,  and/or  statistics. 

Applicants  are  reminded  that  applications  considered  to  be  inappropriate  for  this  program  announcement  will  be  assigned 
to  the  appropriate  agencies,  institutes  and  centers  according  to  their  goals  and  designs  and  in  accordance  with  standard 
referral  guidelines. 

Applicants  are  notified  that  applications  for  P20  grant  mechanisms  will  not  be  accepted  from  organizations  outside  of 
the  United  States. 


INTERACTIVE  RESEARCH  PROJECT  GRANT  APPLICATION  RECEIPT  AND  FUNDING  POLICIES 


NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 
P.T.  34;  K.W.  0715035,  1014006 
National  Cancer  Institute 

The  National  Cancer  Institute  (NCI)  initiated  the  concept  of  the  interactive  research  project  grant  (IRPG)  in  January 
1992  with  the  publication  of  NIH  Program  Announcement  PA-92-29  (NIH  Guide  for  Grants  and  Contracts,  Vol.  21,  No.  1, 
January  10,  1992).  This  was  followed  by  Program  Announcements  in  Digital  Mammography  (PA-92-57,  NIH  Guide  for  Grants 
and  Contracts,  Vol.  21,  No.  12,  March  27,  1992),  and  Magnetic  Resonance  Spectroscopy  and  Cancer  Treatment  (PA-92-86, 
NIH  Guide  for  Grants  and  Contracts,  Vol.  21,  No.  22,  June  12,  1992). 

Policies  pertaining  to  these  and  all  subsequent  IRPG  solicitations,  whether  initiated  by  the  NCI  or  another  NIH  Institute 
or  Center,  are  now  subsumed  under  the  NIH-wide  program  announcement  PA-93-078,  entitled  "Investigator  Initiated 
Interactive  Research  Project  Grants"  (NIH  Guide  for  Grants  and  Contracts,  Vol.  22,  No.  16,  April  23,  1993). 

The  items  that  differ  from  the  previous  NCI  IRPG  solicitations  as  specified  in  the  NIH-wide  announcement  are:  (a)  to 
reduce  the  minimum  number  of  required  projects  from  three  to  two;  and  (b)  clarification  of  the  nature  and  content  of 
the  information  to  be  provided  under  Section  7 (Consultants/Collaborators)  of  the  form  PHS  398  application  kit. 

It  is  the  policy  of  the  NCI  to  accept  unsolicited  IRPG  applications  in  all  areas  of  cancer  research  appropriate  to  the 
mission  of  the  NCI  as  delineated  in  the  PHS  referral  guidelines.  Applications  received  in  response  to  IRPG  program 
announcements  normally  will  be  assigned  to  the  appropriate  Institute  and  study  sections  of  the  Division  of  Research 
Grants  according  to  the  PHS  referral  guidelines. 

AUARD  CRITERIA 

The  general  principles  to  be  employed  by  the  NCI  in  consideration  of  funding  individual  components  of  IRPGs  received 
in  response  to  program  announcements  will  be  those  that  apply  to  all  R01  awards;  that  is,  applications  must  fall  within 
the  R01  payline  to  be  ranked  for  irrsnediate  funding. 
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In  addition,  however,  if  any  individual  application  within  an  IRPG  set  falls  within  the  natural  R01  payline  at  the  time 
of  review,  the  NCI  will  consider  selected  additional  applications  within  the  set  with  scores  better  than  the  35th 
percent  i le  as  possible  candidates  for  funding  as  exceptions,  especially  i f such  appl  icat  i ons  fall  within  scientific  areas 
designated  as  high  priority  by  the  NCI.  Currently,  these  high  priority  areas  include  cancer  of  the  breast,  prostate, 
and  ovary. 

Continuing  commitments  and  current  limitations  on  available  research  project  grant  (RPG)  funds  have  affected  the  success 
rates  of  IRPGs,  as  they  have  with  all  other  RPG  mechanisms.  Experience  to  date  with  IRPGs  indicates  that,  as  for  new 
(Type  1)  R01  applications  in  general,  few  original  Type  1 applications  submitted  as  components  of  IRPG  sets  are  likely 
to  be  scored  within  the  established  payline  of  the  NCI;  it  is  consequently  far  less  likely  that  more  than  one  application 
in  any  IRPG  set  will  be  scored  within  that  pay line. 

If  one  or  more,  but  not  all,  applications  within  an  IRPG  group  receive  initial  funding,  and  unfunded  applications  within 
that  group  are  subsequently  amended  and  submitted  on  later  receipt  dates,  the  awarded  IRPG  component(s)  should  be 
identified  and  may  be  cited  in  the  amended  applications.  This  situation  will  be  considered  as  forming  a basis  for 
subsequent  exception  funding  for  the  resubmitted  amended  applications  should  their  percentile  ranking  place  them  outside 
the  then-current  payline.  In  such  cases,  those  amended  R01  applications  must  make  reference  to  being  part  of  a partially 
funded  IRPG.  They  may,  however,  request  support  to  extend  beyond  the  end  date  of  the  already  awarded  component  R01(s), 
consistent  with  the  scientific  goals  of  the  application. 

The  National  Cancer  Institute  intends  to  publish  annually  a list  of  updated  high  priority  areas  for  Interactive  Research 
Project  Grants.  While  all  IRPG  applications  outside  these  areas  will  be  fully  considered  for  regular  funding  under 
current  paradigms,  the  extreme  stringency  of  success  rates  for  NCI  R01  awards  in  general  suggests  that  potential  IRPG 
applicants  proposing  to  conduct  research  in  lower  priority  areas  should  be  cautioned,  therefore,  to  limit  submission 
of  interactive  projects  to  those  that  are  most  fully  conceptualized  and  integrated  and  that  are  felt  to  have  the  best 
chance  of  receiving  funding  as  independent  research  efforts. 

INQUIRIES 

Applicants  with  questions  regarding  NCI  policies  pertaining  to  these  awards  are  encouraged  to  contact  an  NCI  program 
director  or: 

Deputy  Director 

Division  of  Extramural  Activities 
National  Cancer  Institute 
Telephone:  (301)  496-4218 
FAX:  (301)  402-0956 


HUMAN  TISSUE  AVAILABLE  FOR  RESEARCH  INTO  DEVELOPMENTAL  DISORDERS 

NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 
P.T.  34;  K.U.  0780020,  0780005 

National  Institute  of  Child  Health  and  Human  Development 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  has  contracted  for  the  collection  of  tissues  to 
further  research  into  human  developmental  disorders  such  as  chromosomal  disorders,  encephalopathies,  aminoacidopathies, 
leukodystrophies,  lysosomal  disorders,  neurological  disorders,  sudden  infant  death  syndrome  (SIDS),  unexplained  mental 
retardation,  and  autism. 

Currently  tissue  is  available  for  distribution  from  over  140  cases  including  SIDS  infants,  chromosomal  disorders 
(primarily  fetal  tissue),  non-affected  cases,  accidental  deaths,  deaths  from  known  causes  (primarily  infection  and 
congenital  abnormalities),  anencephaly,  depression,  hydrocephalus,  seizure  disorders,  spina  bifida,  etc. 

Tissues  are  stored  at  -85  degrees  Celsius  or  fixed  in  20  percent  formalin.  Tissues  collected  include  cerebral  coronal 
hemisections,  medulla,  brainstem,  cerebellum,  dura,  cranial  and  peripheral  nerves,  CSF,  vitreous  humor,  whole  blood, 
and  various  tissues  from  the  cardiovascular,  endocrine,  gastrointestinal,  genital,  hematopoietic  system,  integumentary, 
musculoskeletal,  respiratory,  and  urinary  systems.  The  contract  also  provides  for  a collaboration  with  investigators 
who  have  access  to  tissue  from  patients  with  the  above  disorders.  This  collaboration  may  include  recovery  of  tissue, 
storage,  publicizing  the  availability  of  tissue,  and  the  distribution  of  tissues  to  qualified  investigators. 

INQUIRIES 

Direct  inquiries  regarding  this  research  resource  to: 

Felix  de  la  Cruz,  M.D. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  4B09 

Bethesda,  MD  20892 

Telephone:  (301)  496-1383 

Marian  Wi l l inger,  Ph.D. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  4B03 

Bethesda,  MD  20892 

Telephone:  (301)  496-5575 
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FOOD  AND  DRUG  ADMINISTRATION  GUIDELINE  FOR  THE  STUDY  AND  EVALUATION  OF  GENDER  DIFFERENCES  IN  THE  CLINICAL  EVALUATION 

OF  DRUGS 


NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 

P.T . 34;  K.U.  0710100 

Food  and  Drug  Administration 

The  Food  and  Drug  Administration  (FDA)  "Guideline  for  the  Study  and  Evaluation  of  Gender  Differences  in  the  Clinical 
Evaluation"  was  published  in  the  Federal  Register  as  a Notice  on  July  22,  1993  (56FR39406).  This  guideline  sets  forth 
the  expectations  regarding  the  inclusion  of  both  genders  in  drug  development  and  revises  the  section  "Women  of 
Childbearing  Potential"  in  the  1977  guideline  entitled,  "General  Consideration  for  the  Clinical  Evaluation  of  Drugs  [HEW 
Publication  No.  (FDA)  77-3040]. 

There  are  two  major  changes  addressed  in  this  guidance.  First,  the  FDA  is  withdrawing  the  restriction  on  the 
participation  of  women  of  childbearing  potential  in  early  clinical  trials,  including  clinical  pharmacology  studies  and 
early  therapeutic  studies.  Second,  FDA  is  formalizing  expectations  regarding  inclusion  of  subjects  of  both  genders  in 
drug  development;  analyses  of  clinical  data  by  gender;  assessment  of  potential  pharmacokinetic  differences  between 
genders;  and,  where  appropriate,  assessment  of  pharmacodynamic  differences  and  the  conduct  of  specific  additional  studies 
in  women. 

A major  effect  of  the  new  guideline  is  to  give  more  flexibility  to  IRBs,  investigators,  and  subjects  in  determining  how 
best  to  ensure  the  safe  participation  of  women  of  childbearing  potential  in  clinical  studies.  FDA  policy  in  the  new 
guideline  reflects  the  importance  of  the  IRB  deliberative  process,  the  informed  consent  document  and  process,  and  the 
necessity  for  attention  to  the  completeness  and  accuracy  of  information  conveyed  to  potential  and  enrolled  subjects. 
Women  must  receive  adequate  information  and  opportunity  for  discussion  regarding,  for  example,  potential  risks  to  their 
fertility  and  possible  teratogenic  potential  of  the  drugs  and  biologies. 

INQUIRIES 

For  futher  information  contact: 

Patrick  J.  Savino 

CDER  Executive  Secretariat  Staff  (HFD-8) 

Food  and  Drug  Administration 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  594-1012 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


FERTILITY  DRUGS  AND  OVARIAN  CANCER 
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RFP  AVAILABLE:  NICHD-CRE-93-12 

P.T.  34;  K.W.  0413002,  0740025,  0715035 

National  Institute  of  Child  Health  and  Human  Development 

The  Contraceptive  and  Reproductive  Evaluation  Branch,  National  Institute  of  Child  Health  and  Human  Development  (NICHD), 
seeks  sources  for  a study  of  the  long-term  sequelae  of  exposure  to  fertility  drugs.  The  primary  objective  is  to 
determine  whether  and,  if  so,  to  what  degree,  exposure  to  ovulation- inducing  drugs  increases  the  risk  of  ovarian  cancer. 
The  secondary  objective  is  to  shed  light  on  other  potential  serious  adverse  effects  of  ovulation  induction.  The  proposed 
cohort  study  would  involve  subjects  from  one  or  more  well-defined  historic  cohorts  with  data  already  collected  on 
reproductive,  personal,  familial,  and  any  other  relevant  risk  factors,  including  complete  ferti l i ty  drug  history  (dosage 
and  duration  of  usage),  as  well  as  histological  diagnoses  of  any  malignancies  occurring  among  the  participants.  Enough 
women  must  have  been  already  enrolled  to  ensure  sufficient  statistical  power  to  test  hypotheses  in  subsets  of  the  data, 
such  as  anovulatory  versus  other  forms  of  infertility  and  women  of  different  parity  and  gravidity.  Due  to  the  relative 
rarity  of  ovarian  cancer,  all  interested  parties  must  be  able  to  document  the  existence  of  an  historic  cohort  currently 
providing  at  least  30,000  woman-years  of  follow-up  after  exposure.  This  requirement  is  based  on  available  incidence 
data  to  detect  a three-fold  difference  in  risk  of  ovarian  cancer.  Offerors  should  have  expertise  in  the  field  of 
reproductive  epidemiology,  particularly  with  regard  to  ovulation  induction  and  ovarian  cancer.  Offerors  should  also 
have  experience  in  assembling  and  obtaining  adequate  follow-up  of  large  cohorts  and  in  collecting,  managing,  and 
analyzing  large  epidemiologic  data  bases.  The  Government  estimates  the  effort  to  be  approximately  4.5  technical 
staff-years.  It  is  anticipated  that  one  cost- reimbursement  incrementally  funded  type  contract  will  be  awarded  for  a 
period  of  54  months. 

INQUIRIES 

This  announcement  is  not  a request  for  proposals  (RFP).  RFP  No.  NICHD-CRE-93-12  is  now  available.  Copies  of  the  RFP 
may  be  obtained  by  sending  a written  request,  with  a self-addressed  label,  or  a FAX  request  to: 

Charles  W.  Grewe,  Contracting  Officer 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Building,  Room  7A07 
Bethesda,  MD  20892 
FAX:  (301)  402-3676 
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DEVELOPMENT  OF  BIOCHEMICAL  AMD  GENETIC  MARKERS  FOR  PREMATURE  ATHEROGENESIS 


NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 

RFA  AVAILABLE:  HD-94-009 

P.T.  34;  K.W.  0715040,  0760002,  1002019 

National  Institute  of  Child  Health  and  Human  Development 
National  Heart,  Lung,  and  Blood  Institute 

Appl  ication  Receipt  Date:  December  9,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  UHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Endocrinology,  Nutrition  and  Growth  (ENG)  Branch  of  the  Center  for  Research  for  Mothers  and  Children,  National 
Institute  of  Child  Health  and  Human  Development  (NICHD)  and  the  Lipid  Metabol ism-Atherogenesis  (LA)  Branch,  National 
Heart,  Lung,  and  Blood  Institute  (NHLBI)  issue  an  RFA  on  Development  of  Biochemical  and  Genetic  Markers  for  Premature 
Atherogenesi s.  Coronary  atherosclerosis  remains  a major  killer  disease,  often  causing  deaths  during  prime  productive 
years.  It  has  been  shown  that  the  pathological  process  of  coronary  atherosclerosis  often  begins  in  adolescence,  and 
it  is  known  that  profound  changes  occur  in  the  lipoprotein  system  during  infancy  and  adolescence  that  may  predispose 
to  atherogenesi s. 

Preventive  measures  could  be  effective  in  mitigating  the  ravages  of  coronary  atherosclerosis  if  markers  of  the 
atherogenic  process  were  available  in  susceptible  children  and  adolescents.  This  RFA  encourages  investigators  to 
ascertain  biochemical  and  genetic  markers  of  the  atherosclerotic  process  in  order  to  identify  those  children  at  high 
risk. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Development  of  Biochemical 
and  Genetic  Markers  for  Premature  Atherogenesis,  is  related  to  the  priority  area  of  childhood  nutrition.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Applications  in  response  to  this  RFA  will  be  funded  through  the  individual  research  grant  (R01)  program  of  the  NIH. 
This  announcement  is  for  a single  competition  with  the  application  receipt  deadline  of  December  9,  1993.  Future 
unsol  ici  ted  competing  cont  inuat  i on  appl  ications  will  compete  with  all  investigator-  initiated  applications  and  be  reviewed 
by  a Division  of  Research  Grants  (DRG)  study  section.  However,  if  the  NICHD  and  the  NHLBI  determine  that  there  is  a 
sufficient  continuing  program  need,  these  Institutes  may  announce  a request  for  competitive  continuation  applications. 
The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  should  not  exceed  five  years.  The 
earliest  anticipated  award  date  is  September  1,  1994. 

FUNDS  AVAILABLE 

It  is  anticipated  that  six  grants  will  be  awarded  under  this  program,  contingent  upon  receipt  of  a sufficient  number 
of  meritorious  applications  and  the  availability  of  funds.  To  fund  these  awards  the  NICHD  has  set  aside  $750,000  and 
the  NHLBI  has  set  aside  $250,000  for  direct  costs  in  the  first  year. 

RESEARCH  OBJECTIVES 

Background 

The  major  emphasis  of  preventive  research  in  this  area  is  currently  placed  on  control  of  hypercholesterolemia.  However, 
lipoproteins  other  than  LDL-cholesterol  may  be  important  in  atherogenesis  and  might  serve  as  robust  predictors  once  they 
are  identified.  The  purpose  of  this  RFA  is  to  stimulate  investigators  to  move  beyond  cholesterol  in  exploring 
biochemical  and  genetic  predictors  of  atherogenesis  and  to  encourage  investigators  to  ascertain  differences  in 
lipoprotein  profiles  and  other  metabolic,  hormonal,  or  genetic  factors  between  offspring  of  families  prone  to  premature 
coronary  atherosclerosis  and  offspring  of  families  not  so  afflicted.  Such  differences  may  be  useful  as  markers  to 
identify  those  children  at  high  risk  of  developing  atherosclerosis  later  in  life. 

Objectives  and  Scope 

The  NICHD  and  the  NHLBI  are  devoted  to  uncovering  predictors  of  chronic  disease  during  childhood.  This  RFA  is  aimed 
at  identifying  genetic  and  biochemical  precursors  in  childhood  and  adolescence  of  atherosclerosis  later  in  life.  The 
prevention  of  chronic  disease  in  adulthood  is  best  achieved  by  attacking  these  problems  in  children. 
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In  order  to  maximize  the  probability  of  success  in  developing  childhood  markers  for  atherogenesis,  studies  should  focus 
on  changes  in  lipoprotein  profiles  during  childhood  and  adolescence  in  offspring  of  coronary-prone  parents,  especially 
mothers,  in  comparison  to  a matched  group  of  offspring  of  parents  unaffected  by  coronary  atherosclerosis.  Studies  of 
multiple  generations  and  studies  of  affected  twins  should  also  be  informative.  Investigators  are  also  encouraged  to 
develop  epidemiologic  techniques  to  permit  the  correlation  of  genetic  or  metabolic  markers  measurable  in  childhood  with 
a familial  tendency  to  premature  atherosclerosis. 

It  is  known  that  high  serum  levels  of  LDL-cholesterol  predispose  to  coronary  atherosclerosis.  Children  who  are 
homozygous  for  fami l ial  hyper-cholesterolemia  have  very  high  levels  of  this  serum  l i pi d fraction  and  are  at  risk  of 
clinically  significant  coronary  pathology  in  their  second  and  third  decades.  The  molecular  basis  for  this  hereditary 
condition  is  known  to  be  absent  or  dysfunctional  cel lular  LDL  receptors.  However,  the  majori ty  of  coronary  artery 
occlusions  occur  in  individuals  who  have  only  mi Id-to-moderate  elevations  of  LDL-cholesterol . Therefore,  changes  in 
other  lipoprotein  fractions  need  to  be  explored  as  possible  harbingers  of  atherosclerosis  in  addition  to  elevations  of 
LDL-cholesterol . 

Examples  of  putative  lipoprotein  markers  include  elevated  levels  of  LDL-  apolipoprotein  B;  low  levels  of  HDL  cholesterol 
(hypo  HDL)  and  low  levels  of  apolipoprotein  AI;  isoforms  of  apolipoprotein  E;  elevated  levels  of  Lp(a)  lipoproteins; 
elevated  serum  triglycerides;  and  high  levels  of  oxidized  LDL.  Ratios  and  functional  measures,  such  as  delayed  clearing 
of  dietary  fat,  of  these  or  other  lipids  and  lipoproteins  might  also  serve  as  markers  in  chi Idhood  for  atherosclerosis 
later  in  life. 

Factors  other  than  l ipoproteins  and  their  receptors  that  may  also  contribute  to  the  process  of  coronary  atherosclerosis 
in  an  anci l l ary  manner  i nc l ude  homocysteine,  pept i de  hormones,  sex  steroids,  growth  factors,  endothelin-1,  thromboxane, 
fibrinogen,  fibrin,  fibrin  split  products,  tissue  plasminogen  activator,  and  other  components  of  the  coagulation  cascade. 

In  addition  to  uncovering  markers  of  atherosclerosis  in  offspring  of  affected  parents,  evaluating  the  segregation  of 
such  markers  in  multiple  generations  of  coronary-prone  fami l ies  is  also  encouraged  in  order  to  ascertain  the  heritability 
and  penetrance  of  possible  metabol ic  and  genetic  markers.  Studies  des i gned  to  ascertain  how  putative  markers  track 
prospectively  are  also  needed.  Genetic  studies  of  individuals  who  are  heterozygotes  or  compound  heterozygotes  for  genes 
that  control  the  metabol ism  and  transport  of  lipoproteins  are  encouraged  as  well. 

This  RFA  is  des i gned  to  study  lipoproteins  and  other  putative  biochemical  and  genetic  markers  of  premature 
atherosclerosis.  The  scope  of  the  RFA  i nc l udes  infants,  chi Idren,  and  adolescents  as  well  as  animal  mode l s if  they  can 
be  shown  to  be  relevant. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  appl i cants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Appl i cat  ions  wi thout  such  documentation  will 
not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Appl i cat  ions  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  These  forms  are  avai lable  at  most  institutional  offices 
of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of 
Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248.  Appl i cat  ions  must  be  received  by 
December  9,  1993.  Potential  appl i cants  must  request  the  detai led  informat i on  i nc l uded  in  the  RFA  before  preparing  an 
appl i cat  ion. 

REVIEW  CONSIDERATIONS 

Appl i cat  ions  wi 1 1 be  reviewed  by  NICHD  staff  for  responsiveness  to  the  RFA.  Applications  judged  to  be  nonresponsive 
will  be  returned.  Responsive  applications  may  be  subjected  to  a triage  by  a peer-review  group  to  determine  thei r 
sc i ent i f i c meri t relative  to  the  other  applications  received  in  response  to  this  RFA.  NIH  wi l l withdraw  from  competition 
those  appl i cat  ions  judged  to  be  noncompetitive  and  notify  the  applicant  and  institutional  business  official . 

Those  applications  j udged  to  be  competitive  will  be  further  evaluated  for  sc i ent i f i c/ techni ca l merit  by  a review  group 
convened  solely  for  this  purpose  by  the  Division  of  Sc i ent i f i c Review,  NICHD.  Cri teri a for  the  initial  review  are 
described  in  the  RFA.  Following  review  by  the  Initial  Review  Group,  applications  will  be  evaluated  by  the  National 
Advisory  Child  Health  and  Human  Development  Council  and  by  the  National  Heart,  Lung,  and  Blood  Advisory  Counc i l for 
program  relevance  and  policy  i ssues  before  awards  for  meri torious  proposals  are  made. 

AWARD  CRITERIA 

The  anticipated  award  date  is  September  1 , 1994.  Sc i ent i f i c merit  and  technical  proficiency,  based  on  the  demonstrated 
and  projected  capabi l i t ies  described  in  the  appl i cat  ion  in  response  to  the  RFA,  will  be  the  predominant  criteria  for 
determining  funding  priorities. 
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INQUIRIES 


Written  and  telephone  inquiries  concerning  the  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Gilman  D.  Grave,  M.D. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  4B11 

Bethesda,  MD  20892 

Telephone:  (301)  496-5593 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  E.  Douglas  Shawver 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Building,  Room  8A17 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No.  93.865,  Research  for  Mothers  and  Children. 
Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241),  and  administered 
under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
review  by  a Health  Systems  Agency. 


HISPANIC  CHILD  HEALTH:  SOCIAL.  BEHAVIORAL.  AND  CULTURAL  FACTORS 

N1H  GUIDE.  Volume  22,  Number  31,  August  27,  1993 
RFA  AVAILABLE:  HD-94-008 

P.T.  34,  FD;  K.W.  0404000,  0417000,  0413001,  0413003 
National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  January  7,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Demographic  and  Behavioral  Sciences  Branch  (DBS)  of  the  Center  for  Population  Research,  National  Institute  of  Child 
Health  and  Human  Development  (NICHD)  is  inviting  grant  applications  for  the  support  of  research  on  social,  demographic, 
behavioral,  and  cultural  factors  in  Hispanic  child  health. 

The  purpose  of  the  RFA  is  to  encourage  theoretically  and  methodologically  innovative  research  to  address  scientific 
issues  among  the  Hispanic  population  and  to  better  address  the  needs  of  its  children.  Issues  of  interest  are  (a)  factors 
that  promote  low  rates  of  infant  mortality  and  chronic  disease  in  some  Hispanic  subgroups,  despite  the  experience  of 
racism  and  poverty  by  this  population;  (b)  how  the  experience  of  migration,  its  antecedents  and  consequences,  affects 
the  health  of  Hispanic  subgroups  and  their  children;  (c)  how  trends  in  fertility  and  mortality  may  change  over  time  and 
space  in  response  to  changing  characteristics  of  the  population;  and  (d)  factors  that  have  led  to  different  health 
outcomes  among  different  Hispanic  subpopulations,  and  to  differences  in  the  social,  demographic,  behavioral,  and 
biological  predictors  of  those  outcomes. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Hispanic  Child  Health: 
Sociodemographic,  Behavioral  and  Cultural  Factors,  is  encouraging  research  that  has  implications  for  the  objectives 
targeting  Hispanics.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-004734-1 ) through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  States  or  local  government  and  eligible  agencies  of  the  Federal 
government.  Applications  from  minority  individuals  and  women  are  encouraged.  Domestic  applications  may  include  an 
international  component. 
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MECHANISM  OF  SUPPORT 


This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  and  the  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  awards.  Responsibility  for  the  planning,  direction,  and  execution  of  the 
proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted  in  response 
to  the  present  RFA  may  not  exceed  five  years.  This  announcement  is  for  a single  competition  with  the  application  receipt 
deadline  of  January  7,  1994.  The  anticipated  award  date  is  August  1,  1994. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  size 
of  an  award  will  vary  also. 

This  RFA  is  a one  time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator-initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

$900,000  in  direct  costs  are  set  aside  for  the  first  year  of  support.  It  is  anticipated  that  six  grants  will  be  made 
from  NICHD  funds. 

It  is  anticipated  that  only  new  applications  will  be  received.  The  level  of  support  is  dependent  on  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans 
of  the  NICHD,  awards  pursuant  to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Background 

This  RFA  is  a response  to  a request  the  U.S.  Congress  addressed  to  NICHD.  In  Report  No.  102-708,  the  House  of 
Representatives  Committee  on  Appropriations  expressed  concern  about  the  health  of  Hispanic  children  in  the  United  States. 
The  Committee  urged  NICHD  to  increase  research  in  this  area. 

This  RFA  also  responds  to  the  report,  "One  Voice,  One  Vision  --  Recommendations  to  the  Surgeon  General  to  Improve 
Hispanic  Health."  The  Research  Agenda  of  the  Surgeon  General's  National  Hispanic/Latino  Health  Initiative  identified 
the  need  for  culturally  appropriate  theoretical  frameworks  and  research  methodologies  to  address  the  unique  research 
needs  of  the  diverse  Hispanic/Latino  population  groups.  Copies  of  the  report  may  be  obtained  from  the  Office  of  the 
Surgeon  General,  Department  of  Health  and  Human  Services,  200  Independence  Avenue,  SU,  Washington,  DC  20201  (telephone 
202-690-7163). 

This  RFA  is  also  partially  an  outgrowth  of  a 1987  initiative  by  the  NICHD,  titled  "Social  and  Demographic  Research  on 
Infant  Mortality  and  Low  Birthweight."  Research  conducted  under  that  RFA  has  addressed  some  of  the  demographic,  social, 
and  behavioral  issues  related  to  the  health  of  Hispanic,  particularly  Mexican- American,  women  and  children. 

Objectives 

The  purpose  of  this  RFA  is  to  address  the  sociodemographic,  behavioral,  and  cultural  factors  that  affect  child  health 
among  Hispanic  subpopulations  in  the  United  States.  Individuals  of  Central  or  South  American,  Cuban,  Mexican,  Puerto 
Rican,  or  some  other  Spanish  origin  are  considered  to  be  Hispanic,  regardless  of  race.  Variations  within  subgroups  may 
be  as  important  as  variations  among  them.  Contrasts  may  also  be  drawn  between  U.S.  groups  and  those  in  the  countries 
of  origin  if  doing  so  would  shed  light  on  the  experience  of  U.S.  populations. 

Child  health  refers  to  characteristics  of  children  ages  0-17  that  can  affect  the  likelihood  of  attaining  full  growth, 
optimal  development,  and  well-being.  In  so  far  as  reproductive  or  family  health  and  behavior,  including  fertility  or 
maternal  or  paternal  behavior,  may  affect  child  health,  it  is  within  the  scope  of  this  RFA.  The  intent  of  the  RFA  is 
to  direct  attention  to  the  social,  behavioral,  and  cultural  factors  that  affect  child  health  rather  than  to  pathological 
or  clinical  conditions,  per  se. 

SPECIAL  REQUIREMENTS 

Annual  meetings  will  be  held  to  foster  the  sharing  of  information,  data,  and  other  experiences.  Principal  Investigators 
are  encouraged  to  attend  these  meetings,  and  funds  must  be  included  in  the  application  budget  for  one  two-day  meeting 
per  year  in  Bethesda,  Maryland  to  discuss  the  research  with  other  investigators.  A statement  about  the  willingness  to 
engage  in  annual  meetings  should  be  included  with  the  application. 

STUDY  POPULATIONS 

Research  should  focus  primarily  on  U.S.  populations  although  non-U. S.  populations  may  be  used  to  the  extent  that  they 
increase  our  understanding  of  U.S.  Hispanics.  The  ultimate  objective  of  this  RFA  is  to  improve  our  understanding  of 
child  health  in  the  U.S.  Children  are  considered  to  be  age  17  years  and  under;  thus  young  and  middle  adolescents  are 
included.  The  study  population  may  be  adults  since  many  of  the  research  issues  pertinent  to  child  health  and  well-being 
require  an  understanding  of  the  adult  population.  Non- Hispanics  may  be  included  for  comparative  purposes. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  The  focus  of  this  RFA  is  one  U.S.  minority  group,  Hispanic-Americans.  Other 
minorities  may  be  included  for  comparison  purposes  but  should  not  be  the  focus  of  the  application.  If  women  are  not 
included  in  the  study  population,  a specific  justification  for  the  exclusion  must  be  provided.  Applications  without 
such  documentation  will  not  be  accepted  for  review. 
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APPLICATION  PROCEDURES 


Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91)  that  is  available  in  most  institutional  offices  of  sponsored 
research  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood 
Building,  Room  449  Bethesda  MD  20892,  telephone  (301)  594-7248.  FIRST  (R29)  award  applications  must  include  at  least 
three  sealed  letters  of  reference  attached  to  the  face  page  of  the  original  application.  FIRST  (R29)  award  applications 
submitted  without  the  required  number  of  reference  letters  will  be  considered  incomplete  and  will  be  returned  without 
review.  Applications  must  be  identified  by  checking  the  "YES"  box  in  Item  2a  on  the  face  page  of  the  application  and 
by  typing  the  words,  "In  Response  to  RFA  HD-94-008." 

The  RFA  label  in  form  PHS  398  must  be  affixed  to  the  bottom  of  the  face  page  of  the  original  application.  Failure  to 
use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee 
in  time  for  review.  The  signed  typewritten  original  (topmost),  including  the  Checklist,  and  three  signed  copies  of  the 
applications  must  be  sent  or  delivered  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

It  is  extremely  important  for  the  timely  review  of  your  application  that  two  additional  copies  of  the  application  be 
sent  under  separate  cover  to: 

Susan  Streufert,  Ph.D. 

Division  of  Scientific  Review 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  5E03 
Bethesda,  MD  20892 
Telephone:  (301)  496-1485 

Applications  must  be  received  by  January  7,  1994.  Late  applications  will  not  be  accepted.  If  an  application  is 
received  after  that  date,  it  will  be  returned  to  the  applicant  without  review. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness  to  the  RFA.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  judged  to  be 
non- responsive  to  the  RFA,  NIH  staff  will  return  the  application  to  the  applicant.  The  applicant  may  resubmit  the 
application  and  have  it  assigned  for  review  in  the  same  manner  as  an  unsolicited  grant  applications  during  the  next 
review  cycle. 

The  review  criteria  for  the  research  projects  submitted  in  response  to  this  RFA  are  generally  the  same  as  those  for 
unsolicited  research  grant  applications: 

o scientific  and  technical  significance  of  proposed  research; 

o appropriateness  and  adequacy  of  the  research  approach  and  methodology  proposed  to  carry  out  the  research; 

o qualifications  and  research  experience  of  the  Principal  Investigator  and  staff,  particularly,  but  not  exclusively, 
in  the  area  of  the  proposed  research; 

o availability  of  resources  necessary  to  perform  the  research; 

o appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research. 

In  addition,  applications  will  be  judged  on  the  significance  and  appropriateness  of  the  research  problem  and  methods 
to  the  Hispanic  population  of  the  U.S. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  August  1,  1994. 

Responsiveness  to  the  RFA,  scientific  merit,  and  technical  proficiency,  as  described  in  the  application,  will  be  the 
predominant  criteria  for  determining  funding.  An  attempt  will  be  made  to  assure  that  different  Hispanic  sub-groups  and 
a diversity  of  subject  matter  will  be  represented  in  the  applications  receiving  awards. 

INQUIRIES 

Written  and  telephone  inquiries  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  are 
welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Nancy  E.  Moss,  Ph.D. 

Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8B13 
Bethesda,  MD  20892 
Telephone:  (301)  496-1174 
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Direct  inquiries  regarding  fiscal  matters  to: 


Melinda  B.  Nelson 

Office  of  Grants  and  Contracts 

6100  Executive  Boulevard,  Room  8A17 

National  Institute  of  Child  Health  and  Human  Development 
Bethesda,  MD  20892 
Telephone:  (301)  496-5481 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864  and  No.  93.866.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158, 
42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 


HIV  AND  CELLULAR  INFILTRATIVE  DISEASE  IN  THE  LUNG 

NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 
RFA  AVAILABLE:  HL-93-021 

P.T.  34;  K.U.  0715008,  0715165,  0755030,  1002004,  1002008 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  December  10,  1993 
Application  Receipt  Date:  January  14,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  UHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  invites  grant  applications  for  support  of  research  on  understanding 
cellular  infiltrative  disease  in  the  lung  associated  with  infection  by  the  human  immunodeficiency  virus  (HIV).  The 
primary  objectives  of  this  special  grant  program  are  to  determine  the  etiology  of  inflammatory  cell  infiltration  and 
proliferation  in  the  lung  and  to  understand  the  cellular  and  molecular  mechanisms  involved  in  the  development  of  lymphoid 
and  nonspecific  interstitial  pneumonitis  associated  with  HIV  infection. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  HIV  and  Cellular  Infiltrative 
Disease  in  the  Lung,  is  related  to  the  priority  areas  of  maternal  and  infant  health,  HIV  infection,  sexually  transmitted 
diseases,  and  immunization  and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through 
the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition 
(FIRST)  award  (R29).  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  solicits  applications  for  the  National  Institutes  of  Health  (NIH)  research  project  grant  (R01)  and  the  FIRST 
award  (R29).  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of 
the  applicant.  The  total  project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  five  years. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator-initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  the  entire  program  is  $1.5  million.  The 
expected  number  of  new  awards  is  six  to  eight.  The  specific  number  to  be  funded  will,  however,  depend  on  the  merit  and 
scope  of  the  applications  received  and  the  availability  of  funds.  Since  a variety  of  approaches  would  represent  valid 
responses  to  this  announcement,  it  is  anticipated  that  there  will  be  a range  of  costs  among  individual  grants  awarded. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NHLBI,  awards  pursuant  to  this  RFA  are  contingent 
upon  the  availability  of  funds  for  this  purpose. 
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RESEARCH  OBJECTIVES 


Two  prominent  types  of  interstitial  processes  distinguished  by  their  clinical  and  pathologic  features  have  been 
recognized  in  association  with  HIV  infection. 

The  first  disorder  is  lymphoid  interstitial  pneumonitis/pulmonary  lymphoid  hyperplasia  complex  (LIP/PLH)  which  is  more 
commonly  associated  with  chronic  pulmonary  infiltrates  in  HIV-infected  children  than  it  is  in  HIV-infected  adults. 
Lymphoid  interstitial  pneumonitis  is  characterized  by  infiltration  of  the  lung  by  a pleomorphic  mixture  of  lymphocytes, 
plasma  cells,  and  immunoblasts.  Although  the  etiology  of  the  process  is  unknown,  it  is  postulated  that  it  involves 
recognition  of  a specific  antigen  by  host  lymphocytes,  the  activation  of  T-cells,  increased  production  of  lymphokines, 
and  a rapid  increase  in  effector  cells  that  is  responsible  for  tissue  damage. 

A second  frequently  occurring  inf  i Itrative  disorder  associated  with  HIV  infection  is  nonspecific  interstitial  pneumonitis 
(NIP)  which  is  less  well  characterized  than  LIP/PLH  and  occurs  with  equal  frequency  in  children  and  adults.  Nonspecific 
interstitial  pneumonitis  in  HIV-infected  persons  is  characterized  by  lymphocyte  infiltration,  interstitial  edema, 
mononuclear  cell  infiltration,  alveolar  type  II  cell  proliferation,  and  loose  interstitial  fibrosis. 

Lymphocytes  can  be  found  in  the  bronchoalveolar  lavage  (BAD  fluid  in  70  to  80  percent  of  HIV-infected  individuals 
without  evidence  of  lung  tumors  or  infection.  It  has  been  suggested  that  lymphocytic  alveolitis  in  HIV-infected  adults 
may  represent  an  early  stage  of  LIP/PLH  or  NIP,  but  this  needs  to  be  verified  and  the  mechanism  for  this  process  needs 
to  be  investigated. 

The  overall  objective  of  this  initiative  is  to  encourage  basic  research  on  the  etiology,  mechanisms  of  pathogenesis, 
and  the  host  determinants  that  are  involved  in  the  initiation  and  progression  of  interstitial  infiltrative  disease  in 
the  lung  associated  with  HIV  infection.  Applications  are  invited  for  innovative  multidisciplinary  approaches  to  identify 
the  cause  of  these  disorders  and  to  delineate  cellular  and  molecular  mechanisms  involved  in  their  pathogenesis. 
Applications  submitted  in  response  to  this  RFA  should  clearly  define  the  rationale,  background,  and  specific  aims  of 
the  proposed  studies,  and  should  provide  a succinct  description  of  the  methods  and  procedures  to  be  used.  Among  the 
topics  that  would  be  relevant  to  the  objectives  of  this  RFA  are  studies  of  lymphocyte  recruitment,  replication,  and 
trafficking  in  the  lung  as  a consequence  of  HIV  infection;  identification  of  cytokines  involved  and  their  regulatory 
pathways;  comparisons  of  infiltrative  processes  in  the  lungs  of  HIV-infected  individuals  with  infiltrative  processes 
seen  in  the  lungs  of  other  immunosuppressed  hosts;  and  the  development  and  use  of  animal  models  to  study  HIV-associated 
infiltrative  disorders  of  the  lung. 

SPECIAL  REQUIREMENTS 

Applications  that  propose  descriptive  studies  in  humans  only  and  do  not  contain  studies  directed  at  uncovering  mechanisms 
of  disease  or  supporting  hypotheses  related  to  mechanisms  of  disease  will  not  be  acceptable.  This  program  wilt  not 
support  studies  directed  at  development  of  animal  models  alone.  Models  must  be  applied  to  the  study  of  disease 
mechanisms  associated  with  cellular  infiltration  in  the  lung.  Applications  that  focus  on  the  molecular  biology  and 
molecular  immunology  of  these  disorders  are  of  particular  interest. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  and  include  the  names  of  any  other  participating 
institutions  or  investigators.  A letter  of  intent  is  not  binding,  and  it  will  not  enter  into  the  review  of  any 
application  subsequently  submitted,  nor  is  it  a requirement  for  application.  Such  letters  are  requested  for  the  purpose 
of  obtaining  an  indication  of  the  number  of  applications  to  be  received.  The  NHLBI  staff  will  not  provide  a response 
to  a letter  of  intent.  This  letter  is  to  be  received  no  later  than  December  10,  1993  and  sent  to: 

Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

FAX:  (301)  594-7407  or  594-7424 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  January  14,  1994. 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248. 
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REVIEW  CONSIDERATIONS 


Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  DRG  and  responsiveness  to  the  objectives  of  this 
RFA  by  the  NHLBI . Incomplete  applications  will  be  returned  without  further  consideration.  If  an  application  is  judged 
unresponsive,  the  applicant  will  be  contacted  and  given  an  opportunity  to  withdraw  the  application  or  to  have  it 
considered  for  the  regular,  investigator-initiated  grant  program  of  the  NIH. 

Applications  judged  to  be  responsive  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review  group, 
which  will  be  convened  by  the  Division  of  Extramural  Affairs,  NHLBI,  solely  to  review  these  applications. 

INQUIRIES 

Written  and  telephone  inquiries  regarding  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  the  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Hannah  H.  Peavy,  H.D. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A09 

Bethesda,  MD  20892 

Telephone:  (301)  594-7425 

FAX:  (301)  594-7487 

Direct  inquiries  regarding  review  matters  to: 

Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

FAX:  (301)  594-7407  or  594-7424 

Direct  inquiries  regarding  fiscal  matters  to: 

Raymond  L.  Zimmerman 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A17 

Bethesda,  MD  20892 

Telephone:  (301)  594-7420 

FAX:  (301)  594-7492 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.838.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  amended  by  Pub l ic  Law  99-158,  42  USC  241  and  285) 
and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requi rements  of  Executive  Order  12372  or  to  review  by  a Health  Systems  Agency. 


GRANTS  FOR  HEALTH  SERVICES  DISSERTATION  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 
RFA  AVAILABLE:  HS-94-001 
P.T . 34;  K.W.  0730050 

Agency  for  Health  Care  Policy  and  Research 
Application  Receipt  Date:  January  24,  1994 

THIS  IS  A NOTICE  Of  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  ''INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  announces  the  avai labi lity  of  an  RFA  for  grants  for  health 
services  dissertation  research.  The  AHCPR  conducts  and  supports  research  that  will  enhance  the  quality,  appropriateness, 
and  effectiveness  of  health  care  services  and  access  to  such  services.  The  provision  of  dissertation  grant  support  is 
part  of  the  effort  of  the  AHCPR  to  stimulate  the  development  of  innovative  and  timely  research  on  issues  related  to  the 
delivery  of  health  care  services.  Grant  support  is  des i gned  to  aid  the  career  development  of  new  health  services 
researchers  and  to  encourage  individuals  from  a variety  of  academic  disciplines  and  programs  to  study  complex  issues 
with  respect  to  health  care  services. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  coimiitted  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  The  AHCPR  urges  applicants  to  submit 
grant  applications  with  relevance  to  the  specific  health  services  research  objectives  of  this  initiative.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

A student  applying  for  a dissertation  research  grant,  the  Principal  Investigator  (PI),  must  be  enrolled  in  an  accredited 
doctoral  degree  program  in  the  social,  management,  medical,  or  health  sciences.  The  PI  also  must  be  conducting  or 
intending  to  conduct  dissertation  research  on  issues  related  to  the  delivery  of  health  care  services  as  described  below. 
The  proposed  PI  must  be  a registered  doctoral  candidate  in  resident  or  nonresident  status.  All  requirements  for  the 
doctoral  degree  other  than  the  dissertation  must  be  completed  by  the  time  of  the  award.  Prior  to  submission  of  the 

application,  the  dissertation  proposal  must  be  approved  by  the  dissertation  faculty  committee  and  certified  by  the 

faculty  advisor.  The  applicant  may  be  either  the  institution  that  will  administer  the  grant  on  behalf  of  the  proposed 
PI  or  the  proposed  PI  applying  as  an  individual.  Applications  from  women  and  minority  investigators  are  encouraged. 

A proposed  PI  for  dissertation  research  grant  support  need  not  be  a U.S.  citizen.  However,  a PI  who  is  not  a U.S. 
citizen  and  does  not  have  a permanent  resident  visa  must  apply  through  an  institution.  Also,  an  application  from  a 
student  enrolled  in  a foreign  institution  will  be  accepted  provided  that  the  application  is  in  English  and  the 
investigator  applies  through  an  institution. 

A PI  who  receives  support  for  dissertation  research  under  a grant  from  AHCPR  may  not  at  the  same  time  receive  support 
under  a predoctoral  training  grant  or  fellowship  grant  awarded  by  any  other  agency  of  the  U.S.  Department  of  Health  and 
Human  Services. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  small  grant  (R03)  mechanism.  Responsibility  for  the  planning,  direction,  and  execution  of  the 

proposed  project  will  be  solely  that  of  the  proposed  Principal  Investigator.  The  total  direct  costs  must  not  exceed 

$20,000  for  the  entire  project  period.  An  application  that  exceeds  this  amount  will  be  returned  to  the  applicant.  The 
proposed  PI  may  request  support  only  for  the  amount  of  time  necessary  to  complete  the  dissertation.  A dissertation 
research  grant  usually  is  awarded  for  a period  of  12  months  or  less,  but  may  be  awarded  for  up  to  17  months. 

FUNDS  AVAILABLE 

The  AHCPR  expects  to  award  up  to  $500,000  in  Fiscal  Year  1994  to  support  about  20  dissertation  research  projects.  The 
number  of  awards  will  be  contingent  on  the  availability  of  funds  and  the  quality  of  the  applications. 

RESEARCH  OBJECTIVES 

Only  applications  that  propose  studies  in  areas  identified  in  section  902  of  the  Public  Health  Service  Act  are  eligible 
for  support.  Areas  of  health  services  research  authorized  under  section  902  in  which  AHCPR  is  interested  in  dissertation 
grants  include: 

o Effectiveness,  efficiency,  and  quality  of  health  care  services; 
o Outcomes  of  health  care  services  and  procedures ; 

o Clinical  practice,  including  primary  care  and  practice-oriented  research; 
o Health  care  costs,  productivity,  and  market  forces; 
o Health  care  technologies,  facilities,  and  equipment; 
o Health  promotion  and  disease  prevention; 
o Medical  liability; 

o AIDS/HIV  infection  with  respect  to  issues  of  access  and  delivery  of  health  care  services; 
o Rural  health  services;  and 

o Health  of  low- income,  minority,  elderly,  and  other  underserved  populations. 

Applicants  are  encouraged  to  discuss  the  general  policy  priority  of  their  research  topics  by  letter  or  by  phone  with 
AHCPR  staff  listed  under  INQUIRIES. 

SPECIAL  REQUIREMENTS 

Allowable  Costs 

Expenses  usually  allowed  under  PHS  research  grants  will  be  covered  by  AHCPR  dissertation  research  grants.  Allowable 
costs  include:  the  investigator's  salary;  direct  project  expenses  such  as  travel,  data  processing,  and  supplies;  and, 
for  institutional  applicants  only,  indirect  costs.  Fees  for  maintaining  matriculation  or  other  fees  imposed  on  those 
preparing  dissertations  are  allowable  costs,  provided  the  fees  are  required  of  all  students  of  similar  standing 
regardless  of  the  source  of  funding.  Applicants  are  expected  to  work  full  time  on  the  project.  Any  level  of  effort 
that  is  less  than  full  time  must  be  fully  justified. 
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For  the  purpose  of  calculating  indirect  costs,  dissertation  research  grants  are  considered  to  be  training  grants. 
Therefore,  in  accordance  with  PHS  policy,  indirect  costs,  payable  only  when  the  applicant  is  an  institution,  are  limited 
to  eight  percent  of  total  allowable  direct  costs  exclusive  of  tuition  and  related  fees  and  expenditures  for  equipment, 
or  at  the  institution's  actual  indirect  cost  rate,  whichever  results  in  a lesser  dollar  amount. 

Other  Conditions 

The  following  conditions  apply  to  dissertation  grants: 

o A Principal  Investigator  who  discontinues  or  suspends  a project  during  the  grant  period  must  inform  AHCPR  immediately 
in  writing.  The  AHCPR  may  suspend  or  terminate  the  grant  as  requested  by  the  Principal  Investigator  or  on  its  own 
initiative. 

o The  dissertation  constitutes  the  final  report  of  the  grant.  The  dissertation  must  be  officially  accepted  by  the 
faculty  committee  or  university  official  responsible  for  the  candidate's  dissertation  and  must  be  signed  by  the 
responsible  officials.  Three  copies  of  the  dissertation  must  be  submitted  to  AHCPR. 

o The  dissertation  and  all  financial  status  reports  must  be  submitted  in  English. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  requires  applicants  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of 
benefit  to  all  persons.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  research,  a clear  and 
compelling  rationale  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  RFA  contains  important  information  on  application  procedures,  including  special  instructions  for  health  services 
dissertation  research  applications,  and  may  be  obtained  from  the  AHCPR  staff  listed  under  INQUIRIES.  The  application 
receipt  date  is  January  24,  1994.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying 
for  these  grants,  in  accordance  with  the  instructions  described  in  the  RFA  and  the  instructions  in  the  application. 
The  application  form  PHS  398  is  available  at  most  institutional  offices  of  sponsored  research  and  the  Office  of  Grants 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301-594-7248. 

In  addition,  a packet  containing  both  a Grant  Announcement  based  upon  the  RFA  and  the  research  grant  application  form 
PHS  398  will  be  available  after  September  15  from  the  AHCPR  Publications  Clearinghouse/DISS,  P.0.  Box  8547,  Silver 
Spring,  MD  20907,  telephone:  1-800-358-9295. 

Also,  a letter  from  the  faculty  committee  or  university  official  directly  responsible  for  supervising  the  development 
and  progress  of  the  dissertation  research  must  be  submitted  with  the  application.  Details  of  the  requirements  for  the 
letter  are  given  in  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  initially  by  the  Referral  Office  at  Division  of  Research  Grants,  NIH,  for  completeness 
and  by  the  AHCPR  for  responsiveness  to  the  RFA.  Incomplete  and  nonresponsive  applications  wilt  be  returned  to  applicants 
without  further  consideration.  Applications  will  be  evaluated  in  accordance  with  the  criteria  stated  in  the  RFA  for 
scientific/technical  merit  by  an  appropriate  peer  review  group.  Review  considerations  and  special  review  criteria  are 
listed  in  the  RFA. 

INQUIRIES 

Applicants  may  discuss  programmatic  issues  with  and  request  the  RFA  by  letter  or  phone  from: 

Julius  Pellegrino,  M.B.A.,  M.P.H. 

Center  for  General  Health  Services  Extramural  Research 

Agency  for  Health  Care  Policy  and  Research 

2101  E.  Jefferson  Street,  Suite  502 

Rockville,  MD  20852 

Telephone:  (301)  594-1357  ext. 138 

Direct  inquiries  regarding  fiscal  matters  to: 

Ralph  L.  Sloat,  Grants  Management  Officer 
Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street 
Rockville,  MD  20852 
Telephone:  (301)  594-1447 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.180.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IX,  as  amended  by  Public  Laws  101-239  and  102-410,  (42  U.S.C.  299-299c-6)  and 
Section  1142  of  the  Social  Security  Act  (42  U.S.C.  1320b-12).  Awards  are  administered  under  the  PHS  Grants  Policy 
Statement;  and  Federal  Regulations  42  CFR  Part  67,  Subpart  A,  and  45  CFR  Part  74  (45  CFR  Part  93  for  State  and  local 
governments).  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372. 
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HIV  COST  AND  SERVICES  UTILIZATION  STUDY 


NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 

RFA  AVAILABLE:  HS-94-003 

P.T.  34;  K.U.  0730050,  0408006,  0715008 

Agency  for  Health  Care  Policy  and  Research 

Letter  of  Intent  Receipt  Date:  December  22,  1993 
Application  Receipt  Date:  February  22,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN  AN 
INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  supports  and  conducts  health  services  research,  including 
evaluations  of  health  care  systems.  The  purpose  of  this  RFA  is  to  invite  applications  for  cooperative  agreements  with 
the  AHCPR  to  conduct  a study  of  utilization,  cost,  financing,  access  to,  and  quality  of  health  care  services  for  persons 
infected  with  the  Human  Immunodeficiency  Virus  (HIV).  This  HIV  Cost  and  Services  Utilization  Study  (HCSUS)  is  to  provide 
policy- re  levant  information  on  the  delivery  of  health  care  and  associated  social  services  to  people  with  HIV  infection 
in  a variety  of  health  care  settings  and  geographic  areas. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Services  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  HIV  Cost  and  Services 
Utilization  Study,  is  related  to  the  priority  areas  of  HIV  infection,  sexually  transmitted  diseases,  immunization  and 
infectious  diseases,  and  clinical  preventive  services.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001 -00474-0  or  Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic,  non-profit  organizations,  public  or  private,  including  universities,  clinics, 
State  and  local  governments,  and  non-profit  foundations;  or  consortia  of  organizations,  if  the  application  is  submitted 
by  a domestic,  non-profit,  public  or  private  organization.  A consortium  may  include  other  types  of  organizations  such 
as  for-profit.  Applications  from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  the  cooperative  agreement  (U01),  an 
assistance  mechanism  in  which  substantial  AHCPR  scientific  and  programmatic  involvement  with  the  awardee  is  anticipated 
during  the  performance  of  the  activity.  The  total  project  period  for  applications  submitted  in  response  to  this  RFA 
may  not  exceed  four  years.  The  anticipated  award  date  is  July  1,  1994.  Award  of  funding  beyond  the  initial  budget 
period  will  depend  upon  annual  progress  reviews  by  AHCPR. 

FUNDS  AVAILABLE 

The  AHCPR  expects  to  award  a total  of  $15  million  over  four  years  to  one  or  more  applicants  under  this  RFA  during  Fiscal 
Years  (FYs)  1994-1997.  Up  to  $3  million  will  be  available  in  FY  1994. 

RESEARCH  OBJECTIVES 

Background.  Rapid  changes  have  occurred  in  the  treatment  of  persons  with  HIV  infection  and  in  the  population  of  persons 
newly  infected  with  HIV.  There  is  a need  for  current  information  about  patterns  of  service  delivery  across  regions  of 
the  country,  socioeconomic  groups,  and  systems  of  health  care.  The  HCSUS  will  extend  and  refine  the  base  of  knowledge 
developed  by  prior  studies  of  health  care  delivery  to  people  with  HIV  infection.  The  HCSUS  will  build  upon  the 
AHCPR -supported  "AIDS  Costs  and  Services  Utilization  Survey  (ACSUS)." 

While  the  principal  audience  for  the  HCSUS  findings  will  be  policy-makers  at  the  Federal,  State  and  local  levels,  the 
HCSUS  also  should  furnish  information  of  interest  to  health  care  providers,  researchers,  and  consumers  of  HIV-related 
services.  Because  the  HCSUS  will  provide  information  relevant  to  the  formulation  of  public  policy,  mechanisms  to  assure 
timely  analyses  of  relevant  policy  issues  will  be  essential. 

Objectives  and  Scope.  The  first  goal  of  the  HCSUS  is  to  compare  the  experiences  of  people  receiving  health  care  from 
different  health  care  delivery  settings.  The  HCSUS  will  study  how  delivery  settings  vary  in  patterns  of  utilization, 
costs  of  care,  quality  of  care,  access  to  care,  meeting  service  needs,  quality  of  life,  and  patient  satisfaction. 

Because  one  person's  usual  source  of  care  may  change  over  time,  a second  goal  of  the  HCSUS  is  to  examine  factors  related 
to  transitions  between  provider  types  and  to  changes  in  utilization  over  time  at  the  level  of  the  individual. 

People  with  HIV  infection  may  use  multiple  providers  of  different  types  of  service  concurrently.  The  third  goal  of  the 
HCSUS  is  to  provide  information  on  factors  that  affect  utilization  and  costs  of  the  full  range  of  HIV-related  services 
and  to  assess  how  use  of  one  service  type  affects  use  of  other  types. 

Study  Design:  Core  Study.  The  HCSUS  will  provide  information  about  the  delivery  of  services  to  persons  with  HIV 
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infection  as  a function  of:  provider  setting  (encompassing  the  major  types  of  providers  of  HIV-related  health  care); 
sociodemographic  characteristics,  including  a sample  that  is  diverse  in  terms  of  gender,  race/ethnicity,  and  exposure 
group;  geographic  region  of  the  U.S.;  and  stage  of  HIV  infection,  such  as  asymptomatic,  symptomatic  non-AIDS,  and  AIDS). 
The  HCSUS  also  will  obtain  information  about  the  characteristics  of  the  care  setting,  in  order  to  describe  different 
provider  types  and  to  address  questions  about  the  organizational  context  of  service  delivery. 

Study  Design:  Special  Studies.  In  addition  to  the  project  core,  applications  may  include  one  or  more  special,  focused 
studies  that  examine  key  research  questions  in  greater  depth  than  in  the  project  core.  The  design  and  methodology  of 
the  special  studies  may  differ  from  the  project  core  and  from  each  other,  but  should  be  coordinated  with  the  core  study. 
Research  issues  that  may  be  more  appropriately  considered  within  the  context  of  a special  study  include:  care  of 
HIV-infected  patients  in  rural  areas;  early  intervention  and  linkage;  and  alternative  sample  for  bias  assessment. 

A report  of  a public  meeting,  "HIV  Cost  and  Services  Utilization  Study:  Technical  Issues,"  provides  additional  examples 
of  research  issues  that  may  be  appropriate  for  inclusion  as  special  studies,  discusses  research  questions  that  may  be 
considered  for  inclusion  in  the  core  study,  and  notes  technical  issues  for  the  project's  research  design.  To  obtain  this 
report,  see  INQUIRIES  below. 

Timetable.  Allowing  for  start-up  and  close-out,  the  HCSUS  should,  at  a minimum,  describe  health  care  utilization 
experiences  during  1995  and  1996. 

SPECIAL  REQUIREMENTS 

To  promote  the  development  of  this  multi-site  collaborative  project,  a nunber  of  additional  issues  should  be  addressed 
in  applications  responding  to  the  RFA,  including  Site  Selection  and  Project  Organization;  Confidentiality  of  Data; 
Community  Involvement;  and  Rapid  Response  Capability. 

Terms  and  Conditions  of  Award 

This  cooperative  agreement  anticipates  substantial  AHCPR  scientific  and  programmatic  involvement  with  the  awardee(s) 
throughout  the  implementation  of  the  HCSUS.  The  awardee(s)  will  have  primary  responsibility  for  all  tasks  and 
activities,  including  sampling,  protocol  development,  data  collection,  data  analysis,  preparation  of  publications, 
community  involvement,  and  liaison  with  users  of  findings.  The  AHCPR  role  in  the  cooperative  agreement  will  include 
providing  advice  in  study  development;  priority  setting;  gaining  access  to  related  data  bases;  establishing  collaboration 
with  other  Federal  programs;  and  disseminating  research  findings. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  requires  applicants  to  include  minorities  and  women  in  study  populations.  If  women  or  minorities  are  excluded 
or  inadequately  represented  in  research,  a clear  and  compelling  rationale  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  22,  1993,  a letter  of  intent  that  includes  the  name,  address, 
and  telephone  number  of  the  Principal  Investigator,  co- investigators  and  other  key  personnel;  member  institutions, 
including  any  other  participating  organizations  or  institutions;  and  the  number  and  title  of  the  RFA.  Although  a letter 
of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  consideration  of  any  subsequent  applications, 
the  information  allows  AHCPR  staff  to  estimate  the  potential  review  workload  and  avoid  conflict  of  interest  in  the 
review.  The  letter  of  intent  is  to  be  sent  to  the  HCSUS  Project  Officer  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  RFA  contains  important  information  for  applicants  and  may  be  obtained  from  the  Project  Officer  or  the  AHCPR 
Clearinghouse,  see  INQUIRIES.  The  application  receipt  date  is  February  22,  1994.  The  research  grant  application  form 
PHS  398  (rev.  9/91)  is  to  be  used.  These  forms  are  available  at  most  institutional  offices  of  sponsored  research  and 
the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

Conference  for  Prospective  Applicants 

The  AHCPR  plans  to  convene  a conference  for  prospective  applicants  in  Rockville,  Maryland  on  October  1,  1993.  Attendance 
is  not  a prerequisite  to  applying.  Attendees  must  pay  for  their  own  travel  costs.  For  information,  contact  Ms.  Ruth 
Ann  Celtnieks,  telephone  (301)  594-1354,  ext.  118,  FAX  (301)  594-2155. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  initially  by  the  Division  of  Research  Grants,  NIH,  for  completeness  and  by  AHCPR  staff 
for  responsiveness  to  the  RFA.  Incomplete  and  nonresponsive  applications  will  be  returned  to  applicants  without  further 
consideration.  Applications  will  be  evaluated  in  accordance  with  the  criteria  stated  in  the  RFA  for  scientific/technical 
merit  by  an  appropriate  AHCPR  peer  review  group.  Review  considerations  and  special  review  criteria  are  listed  in  the 
RFA. 
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INQUIRIES 


Copies  of  the  RFA  and  background  documents  will  be  available  from  the  AHCPR  Publications  Clearinghouse,  P.0.  Box  8547, 
Silver  Spring,  MD  20907,  (800-358-9295). 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

HCSUS  Project  Officer 

Center  for  General  Health  Services  Extramural  Research 

Agency  for  Health  Care  Policy  and  Research 

2101  East  Jefferson  Street,  Suite  502 

Rockville,  MD  20852-4908 

Telephone:  (301)  594-1354,  ext.  131  or  118 

Direct  inquiries  regarding  fiscal  matters  to: 

Ralph  Sloat,  Grants  Management  Officer 
Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street,  Suite  601 
Rockville,  MD  20852-4908 
Telephone:  (301)  594-1447 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.226.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IX,  as  amended  by  Public  Laws  101-239  and  102-410,  (42  U.S.C.  299-299C-6). 
Awards  are  administered  under  the  PHS  Grants  Policy  Statement;  and  Federal  Regulations  42  CFR  67,  Subpart  A,  and  45  CFR 
Part  74  (45  CFR  Part  92  for  State  and  local  governments).  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


HELICOBACTER  PYLORI  PATHOGENESIS 


NIH  GUIDE.  Volume  22,  Number  31,  August  27,  1993 

PA  NUMBER:  PA-93- 105 

P.T.  34;  K.U.  0715125,  0765033 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  and  the  National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Diseases  (NIDDK)  invite  submission  of  investigator-initiated  research  applications  for  support  of  basic  and 
clinical  studies  needed  to  establish  the  role  of  bacterial  and  host  factors  in  the  pathogenesis  of  the  various  forms 
of  Helicobacter  pylori  disease,  including  infection,  gastritis,  and  duodenal  ulceration. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement,  Helicobacter 
Pylori  Pathogenesis,  is  related  to  the  priority  areas  of  immunization  and  infectious  diseases  and  diabetes  and  chronic 
disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-0325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29). 

MECHANISMS  OF  SUPPORT 

Traditional  research  project  grant  (R01)  and  the  FIRST  award  (R29)  applications  may  be  submitted  in  response  to  this 
announcement . 

RESEARCH  OBJECTIVES  AND  SCOPE 
Background 

Although  it  was  only  discovered  in  1982,  H.  pylori  has  already  been  shown  to  be  associated  with  several  gastroduodenal 
diseases,  including  active  and  chronic  gastritis  and  duodenal  ulcers.  Epidemiologic  studies  have  shown  that  H.  pylori 
colonizes  the  gastric  mucosa  in  more  that  50  percent  of  persons  and  is  associated  with  disease  of  the  upper 
gastrointestinal  tract  in  one  out  of  every  two  people  in  the  world.  Indeed,  these  conditions,  including  gastric  and 
duodenal  ulcer  disease,  are  among  the  most  common  human  ailments  requiring  medical  attention.  An  estimated  10  percent 
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of  people  in  the  United  States  will  develop  peptic  ulcer  disease,  and  it  is  estimated  that  there  will  be  300,000  new 
cases,  3.2  million  recurrences,  and  3,000  deaths  due  to  duodenal  ulcer  disease  each  year. 

Most  research  in  this  area  has  focused  on  seroepidemiological  studies  and  clinical  studies  to  define  the  role  of  H. 
pylori  in  various  syndromes  and  the  effect  of  antibiotic  treatment  on  resolution  of  disease.  While  these  studies  have 
been  important  in  defining  the  importance  of  H.  pylori  in  causing  a wide  variety  of  diseases,  there  has  not  been  a 
concomitant  emphasis  on  understanding  the  pathogenesis  and  natural  history  of  these  infections. 

Research  Objectives  and  Experimental  Approaches 

The  overall  goal  of  this  program  announcement  is  to  stimulate  innovative  research  to  define  the  host  and  bacterial 
factors  involved  in  the  various  phases  of  H.  pylori  infection  excluding  gastric  carcinoma  and  lymphoma.  These  studies 
may  include  animal  model  studies  as  well  as  carefully  controlled  clinical  and  epidemiological  studies  that  could  lead 
to  intervention  strategies  to  control  and  prevent  these  infections. 

Applicants  are  encouraged  to  address  the  areas  mentioned  below.  The  list  is  not  all  inclusive  and  applicants  may  wish 
to  pursue  other  areas.  Examples  include,  but  are  not  limited  to,  the  following: 

o Definition  of  the  virulence  determinants  of  H.  pylori.  These  studies  may  require  development  of  genetic  systems  to 
identify  the  role  of  specific  bacterial  genes  such  as  adhesins,  enzymes,  cytotoxins,  and  other  bacterial  components  in 
pathogenesis  and  virulence.  Use  of  relevant  animal  models  is  especially  encouraged. 

o Description  of  the  pathophysiology  of  H.  pylori  infection.  Efforts  to  determine  the  role  of  hormones  and  cytokines 
in  the  aberrations  seen  in  gastric  physiology  throughout  the  spectrum  of  disease  are  strongly  encouraged. 

o Description  of  the  immunopathology  of  H.  pylori  infection.  Efforts  to  determine  the  nature  of  inflammatory  and  other 
immune  responses,  including  the  role  of  specific  lymphocyte  classes  in  the  regulation  of  the  host  response  to  infection 
are  strongly  encouraged. 

o Definition  of  the  epidemiology  of  disease  in  various  settings.  These  efforts  may  include  population-based  studies 
as  well  as  detailed  clinical  studies  of  the  natural  history  of  infection  and  disease  progression. 

Multidisciplinary  studies  having  collaboration  among  investigators  with  expertise  in  appropriate  disciplines  is 
encouraged.  When  individuals  are  at  different  institutions,  individual  R01  applications  may  include  consortium 
arrangements  or  utilize  the  Interactive  Research  Project  Grant  (IRPG)  mechanism  (NIH  Guide,  Vol.  22,  No.  16,  April  23, 
1993). 

Collaborative  arrangements  with  on-going  clinical  studies  or  trials  that  provide  patient  material  and  data  are 
encouraged.  Such  arrangements  should  be  clearly  delineated  in  the  application. 

Where  statistical  analysis  is  anticipated,  the  methodologies  and  personnel  involved  should  be  described  in  the 
application  and  evident  in  the  study  design. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  (rev.  9/91)  in 
Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully 
the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it 
may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethni  c mi  nor  i ty  populat  i ons  ( i .e. , Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 
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Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  on  the  standard 
application  deadlines  as  indicated  in  the  application  kit. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face 
page  of  the  application. 

The  completed  original  and  five  legible,  single-sided  copies  of  the  application  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

FIRST  (R29)  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the 
original  application.  FIRST  applications  submitted  without  the  required  number  of  reference  letters  will  be  considered 
incomplete  and  will  be  returned  without  review. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center  for 
Research  Resources  may  wish  to  identify  the  Center  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  the  GCRC  Program  Director  must  be  included  in  the  application  material. 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  to  appropriate  Institutes,  Centers,  or  Divisions  (ICDs)  within  NIH  on  the  basis  of 
established  PHS  referral  guidelines.  Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections 
of  the  Division  of  Research  Grants,  NIH,  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following 
scientific/technical  review,  the  appl  icat  ions  wi  1 1 receive  secondary  review  by  the  appropriate  national  advisory  counci  l . 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  favorably  recommended  applications  assigned  to  that  ICD. 
The  following  will  be  considered  when  making  funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer 
review,  program  balance  among  research  areas  of  the  announcement,  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  from  potential  applicants  is 
welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Leslye  D.  Johnson,  Ph.D. 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-06 

6006  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7051 

FAX:  (301)  402-2508 

Frank  Hamilton,  M.D.,  M.P.H. 

Division  of  Digestive  Diseases 

National  Institute  of  Digestive  Diseases  and  Kidney 
Westwood  Building,  Room  3A-16 
Bethesda,  MD  20892 
Telephone:  (301)  594-7571 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Todd  Bal l 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B35 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 
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Ms.  Thelma  Jones 
Grants  Management  Branch 

National  Institute  of  Digestive  Diseases  and  Kidney 
Westwood  Building,  Room  649C 
Bethesda,  MD  20892 
Telephone:  <301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856,  Microbiology  and  Infectious  Disease 
Research;  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grant  policies  and  Federal  Regulations 
at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


••THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westward  Avenue 
Bethesda,  MD  20816 
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SMALL  BUSINESS  TECHNOLOGY  TRANSFER  PROGRAM 

NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 

P.T.  34;  K.W.  1016004 

National  Institutes  of  Health 

Application  Receipt  Date:  December  1,  1993 

The  purpose  of  this  announcement  is  to  inform  the  public  of  a new  set-aside  funding  opportunity  that  requires 
collaboration  of  small  businesses  with  research  institutions. 

Public  Law  102-564,  signed  October  28,  1992,  requires  the  National  Institutes  of  Health  (NIH),  Public  Health  Service, 
Department  of  Health  and  Human  Services,  and  certain  other  Federal  agencies  to  reserve  a specified  amount  of  their 
extramural  research  or  research  and  development  (R&D)  budgets  for  a Small  Business  Technology  Transfer  (STTR)  program. 
The  legislation  is  intended  to: 

o stimulate  and  foster  scientific,  technical,  and  technological  innovation  through  cooperative  R&D  carried  out  between 
small  businesses  and  research  institutions; 

o foster  technology  transfer  between  small  businesses  and  research  institutions; 
o increase  private  sector  commercialization  of  innovations  derived  from  Federal  R&D;  and 

o foster  and  encourage  participation  of  socially  and  economically  disadvantaged  small  businesses  and  women-owned  small 
businesses  in  technological  innovation. 

The  STTR  program  is  a three-year  pilot  program  the  begins  in  fiscal  year  (FY)  1994  and  consists  of  the  following  three 
phases: 

PHASE  I:  The  objective  of  this  phase  is  to  determine  the  scientific,  technical,  and  commercial  merit  and  feasibility 
of  the  proposed  cooperative  effort  and  the  quality  of  performance  of  the  small  business  concern,  prior  to  providing 
further  Federal  support  in  Phase  II. 

PHASE  II:  The  objective  of  this  phase  is  to  continue  the  research  or  R&D  efforts  initiated  in  Phase  I.  Funding  shall 
be  based  on  the  results  of  Phase  I and  the  scientific  and  technical  merit  and  commercial  potential  of  the  Phase  II 
application. 

PHASE  III:  The  objective  of  this  phase,  where  appropriate,  is  for  the  small  business  concern  to  pursue  with  non-federal 
funds  the  commercialization  of  the  results  of  the  research  or  R&D  funded  in  Phases  I and  II. 

The  amount  and  period  of  support  for  STTR  awards  are  as  follows: 

PHASE  I:  Awards  may  not  exceed  $100,000  for  direct  costs,  indirect  costs,  and  negotiated  fixed  fee  for  a period  normally 
not  to  exceed  one  year. 

PHASE  II:  Awards  may  not  exceed  $500,000  for  direct  costs,  indirect  costs,  and  negotiated  fixed  fee  for  a period 
normally  not  to  exceed  two  years.  A Phase  I award  must  have  been  issued  in  order  to  apply  for  a Phase  II  award.  (ONLY 
Phase  I awards  will  be  issued  in  FY  1994.) 

It  is  anticipated  that  approximately  40  STTR  grants  will  be  awarded  by  the  NIH  in  FY  1994  from  funds  set  aside  for  this 
purpose. 

The  applicant  organization  must  be  the  small  business.  As  required  by  the  legislation,  at  least  40  percent  of  the 
project  is  to  be  performed  by  the  small  business  and  at  least  30  percent  of  the  project  is  to  be  performed  by  the 
research  institution. 

INQUIRIES 

Eligibility  requi  rements,  def  ini  t ions,  appl  i cat  i on  procedures,  review  considerat  ions,  appl  icat  i on  forms  and  instructions, 
and  other  pertinent  information  are  contained  in  the  "Omnibus  Solicitation  of  the  National  Institutes  of  Health  for  Small 
Business  Technology  Transfer  (STTR)  Grant  Applications,"  available  from: 

Massachusetts  Technological  Laboratory,  Inc. 

13687  Baltimore  Avenue 
Laurel,  MD  20707 
Telephone:  (301)  206-9385 
FAX:  (301)  206-9722 

The  OMNIBUS  SOLICITATION  is  for  the  single  application  receipt  date  of  December  1,  1993,  for  grant  awards  to  be  made 
in  FY  1994.  Contact  points  for  inquiries  regarding  each  NIH  awarding  component's  program  interests  concerning  the  STTR 
program  are  contained  in  the  OMNIBUS  SOLICITATION. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  32  - September  3,  1993 

2 


WITHDRAWAL  OF  INTERIM  NIH  GUIDELINES  FOR  THE  SUPPORT  AMD  CONDUCT  OF  THERAPEUTIC  HUMAN  FETAL  TISSUE  TRANSPLANT  AT  1 ON 

RESEARCH  IN  LIGHT  OF  SUPERSEDING  PROVISIONS  OF  PUBLIC  LAW  105-43.  THE  HAT  I ORAL  INSTITUTES  OF  HEALTH  REVITALIZATION  ACT 

OF  1993 


NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 
P.T.  34;  K.W.  0783005,  0755055,  0780005 
National  Institutes  of  Health 

SUMMARY:  The  National  Institutes  of  Health  (NIH)  is  announcing  the  withdrawal  of  its  interim  guidelines  for  the  support 
and  conduct  of  therapeutic  human  fetal  tissue  transplantation  research  because  of  the  superseding  provisions  of  P.L. 
103-43,  the  National  Institutes  of  Health  Revitalization  Act  of  1993.  A summary  of  pertinent  provisions  of  the  Act 
is  provided  below. 

Background 

On  January  22,  1993,  President  Clinton  issued  a directive  to  the  Secretary  of  Health  and  Human  Services  ending  a five- 
year  moratorium  on  Federal  funding  of  therapeutic  transplantation  research  that  uses  human  fetal  tissue  derived  from 
induced  abortions.  Secretary  of  Health  and  Human  Services  Donna  E.  Shalala  notified  the  National  Institutes  of  Health 
(NIH)  of  the  President's  action,  and  then  formally  revoked  the  moratorium  on  February  1,  1993.  At  the  same  time,  the 
Secretary,  through  the  Acting  Assistant  Secretary  for  Health,  directed  the  NIH  to  develop  interim  guidelines  based  on 
the  recommendations  of  the  1988  Human  Fetal  Tissue  Transplantation  Research  Panel  to  ensure  that  Federal  funding  of  human 
fetal  tissue  transplantation  research  does  not  encourage  the  choice  of  abortion.  Accordingly,  the  NIH  prepared,  and 
transmitted  to  the  Acting  Assistant  Secretary  for  Health,  interim  policy  guidelines  based  on  the  recommendations  of  the 
1988  Human  Fetal  Tissue  Transplantation  Research  Panel  and  the  Advisory  Committee  to  the  Director,  NIH.  Those  interim 
guidelines  were  published  in  the  NIH  Guide  for  Grants  and  Contracts  on  March  19,  1993  (Vol.  22,  No.  11). 

Action 

The  NIH  Interim  Guidelines  for  the  Support  and  Conduct  of  Therapeutic  Human  Fetal  Tissue  Transplantation  Research  are 
hereby  withdrawn  in  light  of  the  comprehensive  and  superseding  provisions  of  P.L.  103-43,  enacted  June  10,  1993.  Final 
guidelines  will  not  be  issued. 

Additional  Information 

Attention  is  directed  to  section  498A  of  the  Public  Health  Service  Act  (42  U.S.C.  289g-1)  added  by  P.L.  103-43,  the  NIH 
Revitalization  Act  of  1993.  The  provisions  of  that  section  pertinent  to  research  on  transplantation  of  fetal  tissue 
are  summarized  as  follows: 

o Human  fetal  tissue  means  tissue  or  cells  obtained  from  a dead  human  embryo  or  fetus  after  a spontaneous  or  induced 
abortion,  or  after  a stillbirth. 

o Human  fetal  tissue  may  be  used  regardless  of  whether  the  tissue  is  obtained  pursuant  to  a spontaneous  or  induced 
abortion  or  pursuant  to  a stillbirth. 

o The  Secretary  of  Health  and  Human  Services  may  conduct  or  support  research  on  the  transplantation  of  human  fetal 
tissue  for  therapeutic  purposes. 

o The  woman  donating  the  human  fetal  tissue  must  sign  a statement  declaring  that  the  tissue  is  being  donated  for 
therapeutic  transplantation  research,  the  donation  is  being  made  without  any  restriction  regarding  the  identity  of 
individuals  who  may  be  the  recipients  of  transplantations  of  the  tissue,  and  the  donation  is  being  made  without  her  (the 
donor)  having  been  informed  of  the  identity  of  those  individuals  who  may  be  the  recipients. 

o The  attending  physician  must  sign  a statement  declaring  that  the  tissue  has  been  obtained  in  accord  with  the  donor's 
signed  statement  and  that  full  disclosure  has  been  made  to  the  donating  woman  of  (1)  the  attending  physician's  interest, 
if  any,  in  the  research  to  be  conducted  with  the  tissue,  and  (2)  any  known  medical  risks  to  the  donor  or  risks  to  her 
privacy  that  might  be  associated  with  the  donation  of  the  tissue  and  are  in  addition  to  the  risks  associated  with  the 
woman's  medical  care.  In  the  case  of  tissue  obtained  pursuant  to  an  induced  abortion,  the  attending  physician's 
statement  must  also  declare  that  the  consent  of  the  woman  for  the  abortion  was  obtained  prior  to  requesting  or  obtaining 
consent  for  donation,  the  abortion  was  conducted  in  accord  with  applicable  State  Law,  and  no  alteration  of  the  timing, 
method,  or  procedures  used  to  terminate  the  pregnancy  was  made  solely  for  the  purposes  of  obtaining  the  tissue. 

o The  individual  with  the  principal  responsibility  for  conducting  the  research  must  sign  a statement  declaring  that 
the  individual  is  aware  that  the  tissue  is  human  fetal  tissue  donated  for  research  purposes  and  may  have  been  obtained 
pursuant  to  a spontaneous  or  induced  abortion  or  pursuant  to  a stillbirth;  that  the  principally  responsible  researcher 
has  provided  such  information  to  other  individuals  with  responsibilities  regarding  the  research;  that  the  principally 
responsible  researcher  will  require,  prior  to  obtaining  the  consent  of  a person  to  be  a recipient  of  a transplantation 
of  the  tissue,  written  acknowledgment  of  receipt  of  the  foregoing  information  by  such  recipient;  and  that  the  principally 
responsible  researcher  has  had  no  part  in  any  decisions  as  to  the  timing,  method,  or  procedures  used  to  terminate  the 
pregnancy  made  solely  for  the  purposes  of  the  research. 

o Human  fetal  tissue  may  be  used  only  if  the  head  of  the  agency  or  other  entity  conducting  the  research  involved 
certifies  to  the  Secretary  of  Health  and  Human  Services  that  the  statements  required  herein  will  be  available  for  audit 
by  the  Secretary  [HHS] . 

o Research  involving  the  transplantation  of  human  fetal  tissue  for  therapeutic  purposes  must  be  conducted  in  accord 
with  applicable  State  law  and  the  Secretary  may  not  provide  support  for  such  research  unless  the  applicant  for  assistance 
agrees  to  so  conduct  the  research.  The  conduct  of  such  research  by  the  Secretary  must  be  in  accord  with  applicable  State 
and  local  law. 
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The  provisions  of  section  498B  of  the  Public  Health  Service  Act  (42  U.S.C  289g-2),  added  by  P.L.  103-43,  the  NIH 
Revitalization  Act  of  1993,  are  summarized  as  follows: 

o It  shall  be  unlawful  for  any  person  to  knowingly  acquire,  receive,  or  otherwise  transfer  any  human  fetal  tissue  for 
valuable  consideration  if  the  transfer  affects  interstate  commerce.  (Valuable  consideration  does  not  include  reasonable 
payments  associated  with  the  transportation,  implantation,  processing,  preservation,  quality  control,  or  storage  of  human 
fetal  tissue.) 

o It  shall  be  unlawful  for  any  person  to  solicit  or  knowingly  acquire,  receive,  or  accept  a donation  of  human  fetal 
tissue  for  the  purpose  of  transplantation  of  such  tissue  into  another  person  if  the  donation  affects  interstate  commerce, 
the  tissue  will  be  or  is  obtained  pursuant  to  an  induced  abortion,  and  (1)  the  donation  will  be  or  is  made  pursuant  to 
a promise  to  the  donating  individual  that  the  donated  tissue  will  be  transplanted  into  a recipient  specified  by  such 
individual;  (2)  the  donated  tissue  will  be  transplanted  into  a relative  of  the  donating  individual;  or  (3)  the  person 
who  solicits  or  knowingly  acquires,  receives,  or  accepts  the  donation  has  provided  valuable  consideration  for  the  costs 
associated  with  such  abortion.  (Valuable  consideration  does  not  include  reasonable  payments  associated  with  the 
transportation,  implantation,  processing,  preservation,  quality  control,  or  storage  of  human  fetal  tissue.) 

o Any  person  who  violates  these  provisions  shall  be  (1)  fined  in  accordance  with  Title  18  United  States  Code,  except 
that  the  fine  shall  be  not  less  than  twice  the  amount  of  any  valuable  consideration  received,  (2)  imprisoned  for  not 
more  than  10  years,  or  (3)  penalized  as  described  in  both  (1)  and  (2). 

INQUIRIES 

Written  comments  may  be  mailed  or  delivered  (between  9 a.m.  and  5 p.m.  weekdays).  Comments  received  may  be  inspected 
at  the  same  location  during  these  hours. 

F.  William  Dommel,  Jr.,  J.D. 

Senior  Policy  Advisor 

Office  for  Protection  from  Research  Risks 
Building  31,  Room  5B63 
Bethesda,  MD  20892 
Telephone:  (301)  496-7005 

HHS  HUMAN  RESEARCH  SUBJECT  PROTECTION  REGULATIONS  PERTAINING  TO  IN  VITRO  FERTILIZATION  (IVF)  OF  HUMAN  OVA  MODIFIED  BY 

THE  NIH  REVITALIZATION  ACT 


NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 
P.T.  34;  K.U.  0783005,  0755055,  0780005 
National  Institutes  of  Health 

The  National  Institutes  of  Health  Revitalization  Act  of  1993  (P.L.  103-43)  nullified  the  provisions  of  section  204(d) 
of  part  46  of  title  45  of  the  Code  of  Federal  Regulations  (45  CFR  46.204(d)).  The  prov i s i ons --which  are  now  void- -read: 

"No  application  or  proposal  involving  human  in  vitro  fertilization  may  be  funded  by  the  Department  until  the  application 
or  proposal  has  been  reviewed  by  the  Ethical  Advisory  Board  and  the  Board  has  rendered  advice  as  to  its  acceptability 
from  an  ethical  standpoint." 

The  practical  effect  of  this  nullification  is  that  research  applications  and  proposals  involving  in  vitro  fertilization 
(IVF)  of  human  ova  may  be  conducted  or  funded  by  HHS  and  its  components  without  the  prior  review  and  advice  of  a national 
advisory  body.  IRB  (Institutional  Review  Board)  review  and  approval  continues  to  be  required  in  accord  with  45  CFR 
46.205.  It  is  anticipated  that  applications  and  proposals  involving  certain  types  of  human  IVF  research  will  still  be 
subject  to  special  review  on  a case-by-case  basis,  at  the  discretion  of  the  Department  and  its  components. 

INQUIRIES 

For  further  information,  contact 

F.  Wi l l iam  Dommel , Jr.,  J.D. 

Senior  Policy  Advisor 

Office  for  Protection  from  Research  Risks 
Building  31,  Room  5B63 
Bethesda,  MD  20892 
Telephone:  (301)  496-7005 
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CHANGES  IH  APPLICATION  PROCEDURES  FOR  FELLOWSHIPS  SUPPORTED  BY  THE  MINORITY  ACCESS  TO  RESEARCH  PROGRAM 


NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 
P.T.  34;  K.W.  1014006 

National  Institute  of  General  Medical  Sciences 

The  National  Institute  of  General  Medical  Sciences  (NIGMS)  announces  two  changes  in  application  procedures  for 
fellowships  supported  by  the  Minority  Access  to  Research  Careers  (MARC)  Program.  The  NIGMS  MARC  Program  provides  MARC 
Predoctoral  Fellowships,  which  support  predoctoral  research  training  for  graduates  of  MARC  Honors  Undergraduate  Research 
Training  programs,  and  MARC  Faculty  Fellowships,  which  support  research  training  at  the  pre-  or  postdoctoral  level  for 
faculty  of  institutions  having  a substantial  enrollment  of  students  from  underrepresented  ethnic  minority  groups. 

The  first  policy  applies  to  applications  for  both  types  of  MARC  Fellowships,  that  is,  both  the  Predoctoral  and  Faculty 
Fellowship  programs.  Applications  for  MARC  fellowships  will  be  accepted  for  the  April  5 and  December  5 receipt  dates 
ONLY;  the  NIGMS  will  no  longer  accept  MARC  fellowship  applications  for  the  August  5 receipt  date. 

The  second  policy  applies  to  applications  for  PREDOCTORAL  training  support,  including  MARC  Predoctoral  Fellowships  and 
those  MARC  Faculty  Fellowships  that  seek  support  for  PREDOCTORAL  training;  it  DOES  NOT  apply  to  applicants  seeking 
postdoctoral  support  in  the  MARC  Faculty  Fellowship  Program.  Beginning  with  the  December  5,  1993  receipt  date,  all 
applicants  for  MARC  predoctoral  support  must  indicate  that  EITHER  they  are  already  enrolled  in  a Ph.D.  or  combined 
M.D./Ph.D.  training  program  OR  they  have  been  accepted  by  and  agreed  to  enroll  in  a Ph.D.  or  combined  M.D./Ph.D.  training 
program.  The  training  program  must  be  described  in  the  application.  Applications  that  lack  this  information  at  the 
time  of  the  initial  review  will  be  deferred  until  this  information  is  received. 

INQUIRIES 

Further  information  or  clarification  may  be  obtained  from: 

NIGMS  MARC  Program  Office 

National  Institute  of  General  Medical  Sciences 
Westwood  Building,  Room  950 
Bethesda,  MD  20892 
Telephone:  (301)  594-7823 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


APPLICATIONS  DEVELOPMENT  PROGRAM 

NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 

RFP  AVAILABLE:  NHLBI -HO-94-01 

P.T.  34;  K.W.  1004000,  1004017 

National  Heart,  Lung,  and  Blood  Institute 

The  overall  objective  of  this  contract  is  to  analyze,  evaluate,  design,  program,  test,  implement,  document,  maintain, 
and  enhance  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  mainframe  and  microcomputer  applications  and  systems. 
Offerors  will  be  required  to  present  plans  detailing  the  technical  approaches,  procedures,  and  time  schedules  for 
accomplishing  these  objectives.  Nine  new  mainframe  and  microcomputer  applications  and  systems  will  be  developed.  In 

order  to  develop  these  nine  systems,  the  following  five  stages  will  be  completed  by  the  Contractor:  (1)  Analysis;  (2) 

Evaluation;  (3)  Design/Specification,  (4)  Programming,  and  (5)  Testing/Implementation. 

Fifteen  mainframe  and  microcomputer  applications  and  systems  will  be  maintained  and  enhanced.  Maintenance  and 

enhancements  will  include,  but  are  not  limited  to,  the  following:  (1)  enhancement  of  current  utilities  to  meet  new 

information  requirements  of  users  as  well  as  those  of  the  NHLBI;  (2)  assurance  that  the  database  is  valid  and  accurate 
and  is  utilized  as  the  official  NHLBI  database;  (3)  review  and  update  of  the  system,  sub-systems,  reports,  and  user 
documentation  as  required;  (4)  addition  of  new  sub-systems  and  utilities  as  requirements  demand;  and  (5)  maintenance 
and  enhancement  will  be  performed  to  accommodate  changes  made  by  the  Division  of  Research  Grants  and  the  Division  of 
Computer  Research  Technology,  NHLBI  reorganizations,  end  of  fiscal  year  changes,  interfaces  to  and  with  new  internal 
and  external  systems,  requests  for  new  data  elements  or  information  based  on  user  needs,  new  reporting  and  monitoring 
requirements,  support  of  new  scientific  initiatives,  and  integration  of  new  data  sources  and  technology.  It  is 
anticipated  that  14  full-time  equivalents  will  be  required  for  the  successful  completion  of  the  study.  This  announcement 
is  not  a request  for  proposals  (RFP).  It  is  anticipated  that  RFP  No.  NHLBI -HO-94-01  will  be  available  on  or  about 
September  20,  1993,  with  proposals  due  on  November  10,  1993. 

INQUIRIES 

To  receive  a copy  of  the  RFP,  submit  a written  request  along  with  three  self-addressed  mailing  labels  to: 

Joanne  C.  Deshler 

Division  of  Lung  Diseases,  Contracts  Operations  Branch 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  654 
Bethesda,  Md  20892 

This  proposed  program  is  a 100%  set-aside  for  small  business  competition.  Only  responsible  small  business  firms  as 
defined  in  Part  19  of  the  Federal  Acquisition  Regulation  are  asked  to  respond  to  this  synopsis.  The  Standard  Industrial 
Classification  (SIC)  Code  is  7379 . 
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CANCER  PREVENT 10W  AND  CONTROL  SURVEILLANCE  MASTER  AGREEMENT 


NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 
MAA  AVAILABLE:  NCI -CN-35551 -05 
P.T.  34;  K.W.  0715035,  0745027,  0795003 
National  Cancer  Institute 

The  National  Cancer  Institute,  Division  of  Cancer  Prevention  and  Control  is  soliciting  proposals  to  provide  information 
required  for  cancer  control  surveillance.  The  primary  purpose  is  to  conduct  surveys  and  similar  evaluation  processes. 
The  term  "survey"  is  used  to  connote  a full  range  of  studies,  including  probability  sample  surveys  and  specialty  studies 
requiring  data  abstraction.  The  Master  Agreement  Announcement  (MAA)  is  tentatively  scheduled  for  release  on  or  about 
October  5,  1993.  It  is  anticipated  that  multiple  master  agreements  will  be  awarded  pursuant  to  the  MAA,  each  having 
a five  year  period  of  performance.  Since  MAs  are  unfunded,  the  obligation  of  funds  will  be  accomplished  solely  through 
the  award  of  master  agreement  orders  (MAOs),  issued  under  the  terms  of  this  MA.  The  MAOs  will  be  issued  on  either  a 
cost  or  fixed  price  basis.  The  Standard  Industrial  Code  applicable  to  this  procurement  is  7379.  The  MA  holder,  upon 
award  of  a MAO,  will  coordinate  and  implement  the  requested  survey(s),  including  data  collection,  processing  and 
reporting  for  surveillance  activities  to  be  designed  and  developed  by  NCI  alone  or  in  collaboration  with  other 
organizations. 

INQUIRIES 

Copies  of  the  MAA  may  be  obtained  by  sending  a written  request,  citing  the  MAA  number  to: 

No  collect  calls  will  be  accepted. 

Mr.  Gary  Topper 

Research  Contracts  Branch,  PCCS 
National  Cancer  Institute 
Executive  Plaza  South,  Room  635 
Bethesda,  MD  20892 
Telephone:  (301)  496-8603 

MENOPAUSE  AND  HEALTH  IN  AGING  WOMEN 


NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 

RFA  AVAILABLE:  AG-94-002 

P.T.  34,  II;  K.U.  0710010,  0413002,  1002061 

National  Institute  on  Aging 
National  Institute  of  Nursing  Research 
Office  of  Research  on  Women's  Health 

Letter  of  Intent  Receipt  Date:  October  15,  1993 
Application  Receipt  Date:  November  29,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  on  Aging  (NIA),  the  National  Institute  of  Nursing  Research  (NINR),  and  the  Office  of  Research 
on  Women's  Health  (ORWH)  invite  cooperative  agreement  applications  for  Clinical  Sites  to  conduct  prospective  longitudinal 
studies  of  the  natural  history  of  menopause  and  the  decline  in  ovarian  function  in  women.  The  primary  objective  of  this 
initiative  is  to  characterize  the  chronology  of  the  biological  and  psychosocial  antecedents  and  sequelae  of  the 
menopausal  transition  and  the  effect  of  this  transition  on  subsequent  health  and  risk  factors  for  age-related  disease. 
Applications  are  also  requested  for  a Central  Laboratory  to  conduct  standardized  assays  and  for  a Coordinating  Center 
to  coordinate  the  collection,  management,  and  analysis  of  a common  data  set. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Menopause  and  Health  in  Aging 
Women,  is  related  to  the  priority  area  of  older  adults  and  preventive  services.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Scirmary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Due  to  the  need  for  close  coordination  and  monitoring,  no  foreign  or  international  components  will 
be  considered  in  this  RFA.  Applications  from  minorities  and  women  are  encouraged. 
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MECHANISM  OF  SUPPORT 


The  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  a cooperative  agreement  (U01),  an 
assistance  mechanism  (rather  than  an  acquisition  mechanism),  in  which  substantial  NIH  scientific  and/or  programmatic 
involvement  with  the  awardee  is  anticipated  during  performance  of  the  activity.  Under  the  cooperative  agreement,  the 
NIH  purpose  is  to  support  and/or  stimulate  the  recipient's  activity  by  involvement  in,  and  otherwise  working  jointly 
with,  the  award  recipient  in  a partner  role,  but  it  is  not  to  assume  direction,  prime  responsibility,  or  a dominant  role 
in  the  activity.  Applicants  will  be  responsible  for  the  planning,  direction,  and  execution  of  their  individual  proposed 
project  and  for  planning  and  participating  in  collaborative  activities  with  other  award  recipients  under  this  RFA.  The 
total  project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  five  years.  The  anticipated  award 
date  is  July  1,  1994. 

FUNDS  AVAILABLE 

It  is  expected  that  up  to  $2.3  million  (total  cost)  for  first  year  expenses  will  be  available  in  Fiscal  Year  1994  to 
fund  five  Clinical  Sites  plus  a Coordinating  Center  and  a Central  Laboratory.  Separate  applications  must  be  submitted 
if  an  institution  seeks  selection  as  both  a Clinical  Site,  Coordinating  Center  and/or  Central  Laboratory.  The  requested 
total  funding  (direct  plus  indirect  costs)  for  the  first-year  may  not  exceed  $350,000  for  Clinical  Site  applications, 
$250,000  for  Coordinating  Center  applications  and  $300,000  for  Central  Laboratory  applications.  For  the  entire  five 
years  of  the  project,  total  (direct  plus  indirect)  costs  requested  per  application  may  not  exceed  $1.75  million  for  the 
individual  research  projects,  $1.25  million  for  the  Coordinating  Center  and  $1.5  million  for  the  Central  Laboratory. 
Although  this  program  will  be  provided  for  in  the  financial  plans  of  the  NIA  and  co-sponsors  of  this  RFA,  the  award  of 
grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  applications  of  high  scientific  merit  and  upon  the  availability 
of  funds. 

RESEARCH  OBJECTIVES 

The  goal  of  this  RFA  is  to  stimulate  comprehensive  multidisciplinary  research  into  the  natural  history  of  menopause  and 
the  role  of  the  peri  menopausal  transition  on  woman's  aging  and  subsequent  susceptibility  to  disease.  Because  this 
initiative  aims  to  generate  epidemiologic  studies  in  premenopausal  women  of  the  chronology  and  characteristics  of  the 
peri menopausal  transition  per  se,  and  not  to  launch  clinical  intervention  trials  of  hormone  or  other  therapies, 
applications  focused  on  testing  treatment  strategies  will  be  considered  not  responsive  to  this  RFA. 

Awardees  are  expected  to  recruit  a cohort  of  premenopausal  women  to  characterize  the  causes  and  consequences  of  the  pre- 
to  postmenopausal  transition.  Planned  research  should: 

o identify  and  utilize  appropriate  markers  of  ovarian  aging  (e.g.,  FSH,  LH,  or,  preferably,  other  state-of-the  art 
measures)  and  relate  these  markers  to  alterations  in  menstrual  cycle  characteristics  as  women  approach  and  traverse 
menopause 

o elucidate  factors  that  differentiate  (1)  symptomatic  from  asymptomatic  women  and  (2)  women  most  susceptible  to 
long-term  pathophysiological  consequences  of  ovarian  hormone  deficiency  from  those  who  are  protected; 

o collect  and  analyze  data  on  demographics,  health  and  social  characteristics,  race/ethnicity,  reproductive  history, 
pre-existing  illness,  physical  activity  and  health  practices. 

After  addressing  these  general  requirements,  proposed  studies  should  focus  on  a specific  system  or  function(s)  affected 
by,  or  of  relevance  to,  menopause.  Examples  of  topic  areas  of  interest  are  in  the  RFA  that  must  be  requested  from  the 
program  contacts  listed  under  INQUIRIES. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  give  special 
attention  to  the  inclusion  of  minorities  and  women  in  study  populations.  For  the  purpose  of  this  RFA,  investigations 
are  limited  to  studies  of  menopause,  an  event  which  occurs  only  in  women.  If  minorities  are  not  included  in  the  study 
populations,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  strongly  encouraged  to  submit,  by  October  15,  1993,  a letter  of  intent  that  includes  a 
descriptive  title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to 
which  the  application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter 
into  the  review  of  subsequent  applications,  the  information  allows  NIH  staff  to  estimate  the  potential  review  workload 
and  to  avoid  conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Sherry  Sherman  at  the  address 
listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  PHS  398  (rev.  9/91)  application  form.  These  forms  are  available  at  most 
institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248;  and  from  the  NIH 
program  administrators  named  below.  The  RFA  label  contained  in  the  application  kit  must  be  affixed  at  the  bottom  of 
the  face  page  of  the  application.  Failure  to  use  this  label  could  delay  processing  of  the  application.  In  addition, 
the  RFA  title,  number  and  type  of  application:  "Clinical  Site,"  "Coordinating  Center,"  or  "Central  Laboratory"  must  be 
typed  on  line  2a  of  the  face  page  of  the  application  form  and  the  YES  box  must  be  checked.  Submit  a signed,  typewritten 
original  of  the  application,  including  the  Checklist,  and  three  signed,  exact  photocopies,  in  one  package  to: 
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Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Two  copies  of  the  application  with  appendices  must  also  be  sent  to: 

Chief,  Scientific  Review  Office 
National  Institute  on  Aging 
Gateway  Building,  Suite  2C212 
Bethesda,  MD  20892 

The  deadline  for  receipt  of  applications  is  November  29,  1993.  Materials  will  not  be  accepted  after  this  date. 
REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete  and 
nonresponsive  applications  will  be  returned  to  the  applicant  without  further  consideration.  Those  applications  that 
are  complete  and  responsive  will  be  evaluated  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened 
by  the  NIA. 

INQUIRIES 

The  letter  of  intent  and  requests  for  the  RFA  may  be  addressed  to: 

Dr.  Sherry  Sherman 
Geriatrics  Program 
National  Institute  on  Aging 
Gateway  Building,  Room  3E327 
Bethesda,  MD  20892 
Telephone:  (301)  496-1033 

Programmatic  inquiries  related  to  social  and  behavioral  research  on  menopause  or  of  relevance  to  the  National  Institute 
of  Nursing  Research  should  be  directed  to: 

Dr.  Marcia  Ory 

Behavioral  and  Social  Research  Program 
National  Institute  on  Aging 
Gateway  Building,  Room  2C234 
Bethesda,  MD  20892 
Telephone:  (301)  496-3136 

Dr.  Sharlene  Weiss 

National  Institute  of  Nursing  Research 
Westwood  Building,  Room  757 
Bethesda,  MD  20894 
Telephone:  (301)  594-7496 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Joanne  Colbert 

Grants  and  Contracts  Management  Office 
National  Institute  on  Aging 
Gateway  Building,  Room  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866  (Aging  Research).  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations,  42  CFR  Part  52  and  45 
CFR  Parts  74  and  92.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372, 
or  to  the  Health  Systems  Agency  review. 
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IDENTIFICATION  AND  EVALUATION  OF  TISSUE  KARKERS  FOR  PATHOLOGICAL  CLASSIFICATION  OF  HUMAN  GLIOMAS 


NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 
RFA  AVAILABLE:  CA-93-038 
P.T.  34;  K.W.  0760003,  0715035 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  6,  1993 
Appl  ication  Receipt  Date:  December  7,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Cancer  Diagnosis  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis  and  Centers,  National  Cancer  Institute  (NCI) 
invites  applications  for  cooperative  agreements  from  institutions  to  identify  and  evaluate  tissue  markers  for  improving 
the  pathological  classification  of  human  gliomas.  Precise  pathologic  diagnosis  and/or  classification  of  gliomas  is  often 
difficult.  Since  the  incidence  and  mortality  of  brain  tumors  are  increasing,  and  gliomas  constitute  the  most  common 
class  of  these  important  tumors,  improved  classification  would  be  beneficial  to  clinicians  making  decisions  about  patient 
management.  For  the  purposes  of  this  RFA,  gliomas  are  meant  to  include  astrocytomas,  mixed 
astrocytomas/oligodendrogliomas,  and  oligodendrogliomas.  The  purpose  of  the  proposed  awards  is  to  extend  and  expand 
the  ongoing  inter-institutional  studies  the  Glioma  Marker  Network  to  increase  the  availability  of  patient  resources  and 
enhance  the  technical  capabilities  of  the  Network  to  efficiently  test  clinical  correlative  hypotheses.  The  Network  will 
carry  out  collaborative  studies  designed  to  continue  the  evaluation  of  a variety  of  glioma  markers,  identify  additional 
promising  markers,  and  correlate  the  markers  with  clinical  parameters.  The  cooperative  studies  funded  by  this  RFA  will 
optimize  the  use  of  rare  tissue  resources.  This  RFA  will  also  provide  funding  for  coordinated  management  and  statistical 
analyses  of  data  collected  by  Network  investigators.  These  studies  will  take  advantage  of  the  synergy  resulting  from 
collaborations  among  neuropathologists,  clinicians,  cancer  biologists,  and  statisticians. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Identification  and  Evaluation 
of  Tissue  Markers  for  Pathological  Classification  of  Human  Gliomas,  is  related  to  the  priority  area  of  cancer.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applicant  organizations  must  be  located  in  the  United  States,  Canada,  or  Mexico.  Non-profit  organizations  and 
institutions,  and  government  agencies  are  eligible  to  apply.  For-profit  organizations  are  also  eligible.  Applications 
from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  to  be  used  to  support  the  Glioma  Network  is  the  cooperative  agreement  (U01), 
an  assistance  mechanism  in  which  substantial  NCI  program  staff  involvement  with  the  recipient  during  performance  of  the 
planned  activities  is  anticipated.  Under  the  cooperative  agreement,  the  NCI  purpose  is  to  support  and/or  stimulate  the 
recipient's  activities  by  collaborating  and  otherwise  working  jointly  with  the  award  recipient  in  a partner  role.  The 
awardees  retain  full  responsibility  for  the  planning  and  direction  of  the  projects  within  the  guidelines  of  the  RFA  and 
for  performance  of  the  proposed  studies.  There  is  no  intent,  real  or  implied,  for  NCI  staff  to  direct  awardee  activities 
or  limit  the  freedom  of  the  funded  investigators. 

The  anticipated  average  amount  of  direct  costs  will  be  $125,000. 

This  RFA  is  a one-time  solicitation.  However,  if  it  is  determined  that  there  is  sufficient  continuing  program  need, 
the  NCI  will  invite  recipients  of  awards  under  this  RFA  to  submit  competitive  continuation  cooperative  agreement 
applications  for  review  according  to  the  procedures  described  in  REVIEW  CONSIDERATIONS. 

FUNDS  AVAILABLE 

The  NCI  anticipates  making  four  to  six  new  and/or  competing  awards  for  project  periods  up  to  four  years  and  anticipates 
a total  of  $1,200,000  will  be  set  aside  for  the  initial  year's  funding.  Because  of  the  nature  and  scope  of  the  research 
proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  sizes  of  awards  will  vary  also.  Funding  in 
response  to  this  RFA  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  the  program  is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  cooperative  agreements  pursuant 
to  this  RFA  is  contingent  on  the  availability  of  funds  appropriated  for  fiscal  year  1994. 

RESEARCH  OBJECTIVES 

The  objective  of  this  RFA  is  to  invite  applications  for  cooperative  agreements  to  extend  and  expand  the  Glioma  Marker 
Network  currently  carrying  out  studies  to  identify  and  evaluate  molecular  markers  for  inproving  the  pathological 
classification  of  human  gliomas.  Applicants  should  propose  studies  with  hypotheses  designed  to  evaluate  tumor  markers 
and  to  correlate  markers  with  clinical  parameters.  Applications  should  discuss  application  of  molecular  genetic, 
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cytogenetic,  immunohisto logical,  and/or  biochemical  techniques  to  studies  of  glial  tumor  markers  that  will  be  useful 
in  tumor  classification.  Collaborations  among  neuropathologists,  clinicians,  cancer  biologists,  and  statisticians  are 
critical  to  these  types  of  studies  and  are  specifically  encouraged. 

Applicants  should  address  approaches  to  establishing  correlations  between  tumor  markers  and  clinical  parameters.  The 
hypotheses  to  be  tested  by  the  proposed  studies  should  be  clearly  stated  and  the  rationale  for  the  study  design  and 
experimental  techniques  selected  thoroughly  discussed.  Sufficient  preliminary  data  should  be  provided  to  support  the 
feasibility  of  the  proposed  studies.  Applications  should  include  a discussion  of  the  statistical  issues  related  to  study 
design  and  data  analysis.  A goal  of  the  RFA  is  to  promote  collaborative  studies  to  optimize  the  use  of  rare  tissue 
resources.  The  cooperative  agreement  mechanism  was  chosen  to  facilitate  the  coordinated  management  of  tissue  resources 
with  associated  clinical  data  and  the  statistical  analyses  of  data  generated  in  collaborative  studies.  Applicants  should 
discuss  their  anticipated  contribution  to  collaborative  studies  carried  out  by  the  Network. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  ask  to  submit,  by  October  6,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  project,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  names  of  key  personnel, 
any  collaborating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be 
submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  it  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of  the  applications  to  be 
reviewed.  This  information  allows  NCI  staff  to  estimate  potential  workload  and  to  avoid  conflict  of  interest  in  the 
review.  The  letter  of  intent  is  to  be  sent  to  Dr.  James  W.  Jacobson  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  for  the  cooperative  agreement  application.  These  forms 
are  available  from  most  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892-4500,  telephone  301/584-7248; 
and  from  the  NCI  Program  Director  named  below.  The  RFA  label  available  in  the  application  form  PHS  398  (rev.  9/91)  must 
be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the 
application  such  that  it  may  not  reach  the  review  committee  in  time  to  be  reviewed.  The  RFA  number  and  title  must  be 
typed  on  line  2a  of  the  face  page  of  the  application  form  as  well.  Applications  must  be  received  by  December  7,  1993. 
Applications  received  after  this  date  will  be  returned. 

REVIEW  CONSIDERATIONS 

Review  Procedures 

Upon  receipt,  applications  will  be  reviewed  (initially)  by  the  Division  of  Research  Grants  for  completeness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for  responsiveness  to  the  RFA 
is  an  NCI  program  staff  function.  An  application  judged  non- responsive  will  be  returned  by  the  NCI,  but  may  be 
resubmitted  as  an  investigator-initiated  regular  research  grant  (ROD  at  the  next  receipt  date.  The  application  would 
require  modification  in  accordance  with  the  R01  guidelines.  The  new  application  would  not  be  considered  an  application 
for  a cooperative  agreement,  nor  would  it  be  considered  a response  to  this  RFA. 

If  the  number  of  applications  is  large  compared  to  the  number  of  awards  to  be  made,  the  NCI  may  conduct  a preliminary 
scientific  peer  review  (triage)  to  determine  their  relative  competitiveness  by  an  NCI  peer  review  group.  The  NIH  will 
remove  from  further  competition  those  applications  that  are  judged  to  be  noncompetitive  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  and  responsive  will  be 
evaluated  for  technical  merit,  according  to  the  review  criteria  stated  in  the  RFA,  by  an  appropriate  peer  review  group 
convened  by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  of  review  will  be  by  the  National  Cancer 
Advisory  Board. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  1,  1994.  Awards  will  be  based  on  the  peer  reviewed  priority  score  and 
programmatic  priorities. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA,  inquiries  about  whether  or  not  specific 
activities  would  be  responsive,  and  requests  for  the  RFA  are  encouraged  and  may  be  directed  to: 

James  W.  Jacobson,  Ph.D. 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  513 

6130  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-1591 

FAX:  (301)  402-1037 
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Direct  inquires  regarding  fiscal  and  administrative  matters  to: 

Robert  E.  Hawkins,  Jr. 

Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
6120  Executive  Boulevard 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800  Ext.  13 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.394,  Cancer  Detection  and  Diagnostic 
Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  no  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

NATIONAL  COOPERATIVE  DRUG  DISCOVERY  GROUPS  FOR  THE  TREATMENT  OF  OPPORTUNISTIC  INFECTIONS  ASSOCIATED  UITH  ACQUIRED 

IMMUNODEFICIENCY  SYNDROME  (NCDDG-OI):  TUBERCULOSIS 

NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 

RFA  AVAILABLE:  AI-93-019 

P.T.  34;  K.U.  0715165,  0755060,  0715008 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  November  15,  1993 
Application  Receipt  Date:  January  21,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOU.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

It  is  the  purpose  of  this  RFA  to  invite  Cooperative  Agreement  applications  aimed  at  the  discovery  of  new,  more  effective, 
selective,  and  diverse  therapeutic  agents  to  treat  and  prevent  infection  caused  by  Mycobacterium  tuberculosis. 
Applications  that  include  research  projects  or  participation  from  the  private  sector  (e.g.,  pharmaceutical,  chemical, 
or  biotechnological  companies)  are  encouraged. 

Research  in  the  following  areas  is  needed  to  provide  the  foundation  for  improvements  in  therapeutics  for  tuberculosis, 
particularly  in  the  setting  of  HIV  infection:  unique  metabolic  activities  for  drug  targeting;  biochemistry  and  molecular 
mechanisms  of  M.  tuberculosis-host  interactions;  inhibitors  of  enzymatic  and  regulatory  functions,  and  of  biochemical 
pathways;  mechanisms  of  overcoming  drug  resistance;  and  discovery  and  biochemical  characterization  of  promising  natural 
products  or  synthetic  chemical  compounds.  These  activities  should  be  directed  toward  selective  drug  or  strategy 
targeting  that  inhibits  M.  tuberculosis  with  minimal  toxicity  for  the  host.  It  is  anticipated  that  multidisciplinary 
approaches  by  scientists  from  a combination  of  academic,  non-profit  research,  and  commercial  organizations,  with  the 
assistance  of  NIAID,  will  be  necessary  to  effectively  accelerate  the  drug  discovery  process  for  treatment  of 
tuberculosis. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  National  Cooperative  Drug 
Discovery  Groups  for  the  Treatment  of  Opportunistic  Infections  Associated  with  Acquired  Immunodeficiency  Syndrome  (NCDDG- 
OI)  Including  Tuberculosis,  is  related  to  the  priority  area  of  HIV  infection.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325, 
(telephone  (202)  783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private  organizations, 
such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  Cooperative  Agreements  (UOIs).  The  Cooperative  Agreement  funding  mechanism  differs  from  the 
traditional  research  grant  in  that  the  Government  component  (NIAID)  awarding  the  Cooperative  Agreement  anticipates 
substantial  programmatic  involvement  during  performance.  The  nature  of  NIAID  staff  participation  is  described  in  the 
RFA.  However,  it  is  the  Principal  Investigator  who  defines  his/her  objectives  in  accord  with  his/her  interests  and 
perceptions  of  approaches  to  the  treatment  of  AIDS-associated  opportunistic  infections. 

The  applicant  institution  and  the  Principal  Investigator  will  be  responsible  for  the  Group's  application.  Awards  will 
be  made  to  the  applicant  institution  on  behalf  of  the  group  as  a whole  and  not  to  individual  research  projects  within 
the  Group.  Respondents  to  this  RFA  may  include  new  applications  for  a maximum  period  of  four  years  support  and 
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competitive  supplements  to  currently  funded  NCDDG-OI  Groups  for  research  focused  on  M.  tuberculosis. 

This  RFA  is  a one-time  solicitation.  Plans  for  continued  support  in  this  area  are  indefinite  at  this  time.  If  by  the 
end  of  the  third  year  of  the  award,  the  hi  I A 1 0 has  not  announced  its  intent  to  re-issue  the  RFA,  incumbents  should  contact 
NIAID  program  staff  and  consider  submitting  investigator-initiated  (ROD  applications  which  will  compete  with  all 
investigator-initiated  applications  and  be  reviewed  according  to  the  customary  N I H peer  review  procedures. 

FUNDS  AVAILABLE 

It  is  estimated  that  no  more  than  one  or  possibly  two  new  Groups  will  be  funded  for  drug  discovery  against  M. 
tuberculosis  as  a result  of  this  RFA.  A maximum  of  $3.4  million  (including  direct  and  indirect  costs)  will  be  available 
over  the  four  year  period,  including  approximately  $0.8  million  (direct  and  indirect  costs)  during  the  first  year. 

Awards  and  level  of  support  are  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  size 
of  awards  will  vary  also.  Applications  with  budgets  in  excess  of  $800,000  total  (direct  and  indirect)  costs  for  the 
first  year  will  be  returned  without  review.  Budget  requests  must  be  adequately  justified  and  commensurate  with  the 
complexity  of  the  project.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIAID,  awards  pursuant 
to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

It  is  the  intention  of  this  RFA  to  encourage  investigators  to  collaborate  in  new,  multidisciplinary  approaches  to  drug 
discovery  against  human  tuberculosis.  It  is  recognized  that  the  ultimate  objective  of  selective  therapy  against 
microbial  infection  requires  a solid  knowledge  base  of  the  biology,  composition,  physiology,  molecular  biology,  and  host 
interactions  of  infectious  agents.  The  objective  of  this  RFA  is  to  stimulate  original  and  innovative  research  of  sound 
scientific  rationale,  requiring  comprehensive  team  effort,  that  is  likely  to  result  in  the  discovery  of  agents  effective 
against  M.  tuberculosis. 

Examples  of  research  projects  considered  responsive  to  this  RFA  may  include,  but  are  not  necessarily  restricted  to,  the 
fol lowing: 

o Identification  and  development  of  drug  evaluation  assays  for  molecular  targets,  with  selectivity  for  M.  tuberculosis, 
such  as  recombination  repair  mechanisms,  elongation  factors,  cell  wall  assembly,  and  others  with  potential  for 
mycobactericidal  consequences. 

o Identification  of  bacterial  virulence  determinants  and  development  of  drug  evaluation  assays  for  essential 
mycobacterial  gene  products,  particularly  biochemical  activities  expressed  in  vivo  and  associated  with  pathogenicity. 

o In  vitro  and  in  vivo  testing  of  new  chemical  entities  with  potential  for  mycobactericidal  activity  within  a framework 
of  logical  plans  that  examine  structure-activity  relationships  and  potential  toxicities. 

o Development,  validation,  and  implementation  of  drug  evaluation  systems  capable  of  predicting  cidal  and  sterilizing 
activity  of  new  agents,  or  combinations  of  agents,  against  M.  tuberculosis. 

o Studies  on  the  effects  of  drugs  on  slow-growing  M.  tuberculosis,  such  as  those  found  in  granulomatous  tubercular 
lesions,  identification  of  drugs  with  extended  lengths  of  biological  activity,  and  development  of  methods  to  assess 
post-antibiotic  effect  on  M.  tuberculosis. 

o Development,  validation,  and  implementation  of  improved  models  for  in  vivo  drug  evaluations,  such  as  immunosuppressed 
animals,  or  mice  with  disrupted  interferon-gamma  genes  or  other  immune  effector  genes. 

o Development  and  evaluation  of  biological  entities,  such  as  recombinant  mycobacteriophage  as  drug  or  suicide  gene 
delivery  vehicles,  and  evaluation  of  these  for  efficacy  and  safety. 

o Identification  and  development  of  systems  to  predict  emergence  of  resistance  to  established  and  newly  identified 
antibiotics,  and  to  evaluate  new  therapies  for  their  ability  to  prevent  or  overcome  resistance. 

SPECIAL  REQUIREMENTS 

The  applicant  institution  will  provide  a Central  Operations  Office  for  the  Group,  will  be  responsible  for  the  performance 
of  the  entire  Group,  and  will  be  accountable  for  the  funds  awarded.  The  participation  of  the  Government  through  the 
NIAID  extramural  staff  is  intended  to  facilitate  a concerted  effort  by  all  members  of  the  Group  by  providing  appropriate 
scientific  input,  by  accessing  appropriate  databases,  and  by  providing  ancillary  testing  available  under  other 
mechanisms.  The  interaction  of  academic  and  non-profit  research  institutions  with  commercial  organizations  and  the 
Government  is  strongly  encouraged  and  is  expected  to  favor  expeditious  discovery  and  development  of  agents  active  against 
human  tuberculosis. 

An  NCDDG-OI  must  be  composed  of  two  independent  laboratory  research  projects  and  may  consist  of  scientists  from  a 
combination  of  academic,  non-profit  research,  and  commercial  organizations.  For  the  purpose  of  this  RFA,  two  projects 
within  a single  company  or  academic  department  will  not  be  considered  independent.  This  limitation  on  the  number  of 
independent  projects  from  the  same  academic  department  or  private  sector  company  is  intended  to  increase  the  diversity 
and  multi-disciplinary  expertise  available  to  the  Group. 

Each  NCDDG-OI  will  be  assembled  by  the  Principal  Investigator  to  form  a multidisciplinary  consortium  that  acts  as  a unit 
and  represents  the  various  skills  needed  to  successfully  design,  synthesize,  and  evaluate,  at  the  preclinical  level, 
potential  therapeutic  agents  useful  in  the  treatment  of  opportunistic  infections  in  AIDS  patients.  While  it  is 
anticipated  that  complete  drug  discovery  and  development  of  new  therapies  will  not  occur  within  the  project  period  for 
all  Groups,  a rationale  for  the  most  likely  utility  of  discoveries  made  within  the  NCDDG-OI  must  be  included. 
Specifically  excluded  from  the  Group's  activities  are  studies  related  to  clinical  evaluations. 
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Projects  or  cores  with  proposed  animal  model  development  must  be  essential  to  targeted  drug  discovery  and  required  to 
attain  the  objectives  of  the  Group.  Random  or  large  scale  screening  of  compounds  will  not  be  supported  under  this  RFA. 

Each  applicant  Group  must  provide  a detailed  description  of  the  approach  to  be  used  for  obtaining  patent  coverage  for 
discoveries  and  for  licensing  where  appropriate,  in  particular  where  the  invention  may  involve  investigators  from  more 
than  one  institution.  In  addition,  each  Group  must  provide  a detailed  description  of  the  procedures  to  be  followed  for 
the  resolution  of  legal  problems  which  may  develop.  The  NIAID  will  not  be  a partner  in  any  patents  or  royalties  ensuing 
from  this  research. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation 
will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  November  15,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  brief  description  of  the  proposed  research,  the  name,  address  (including  institution),  and 
telephone  number  of  the  Principal  Investigator,  the  identity  of  project  leaders  and  titles  of  their  projects,  other  key 
personnel  and  their  institutions,  and  the  number  and  title  of  this  RFA.  Although  a letter  of  intent  is  not  required, 
is  not  binding,  and  does  not  enter  into  the  review  of  the  application,  the  information  that  it  contains  allows  NIAID 
to  estimate  the  potential  workload  for  reviewers  and  to  avoid  possible  conflict  of  interest  in  the  review  progress. 
The  letter  of  intent  is  to  be  sent  to  Dr.  Dianne  Tingley  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  This  form  is 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Bui Idi ng,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248. 

Additional  instructions  for  preparation  of  applications  are  provided  in  the  RFA.  Applications  not  received  by  January 
21,  1994,  will  be  considered  non- responsive  and  returned  to  the  applicant  without  review. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness  and  by  NIAID  staff  to  determine 
responsiveness  to  this  RFA.  Incomplete  and  non-  responsive  applications  will  be  returned  to  the  applicant  without 
further  consideration  or  review.  Those  applications  that  are  complete  and  responsive  may  be  subjected  to  triage  by  an 
NIAID  peer  review  group  to  determine  their  scientific  merit  relative  to  the  other  applications  received  in  response  to 
this  RFA.  The  NIAID  will  remove  from  further  competition  those  applications  judged  by  a triage  peer  review  group  to 
be  noncompetitive  for  award  and  will  notify  the  applicant  and  the  institutional  business  official.  Those  applications 
judged  to  be  competitive  for  award  will  be  further  reviewed  for  scientific  and  technical  merit  by  an  appropriate  NIAID 
review  committee.  Detailed  review  criteria  are  provided  in  the  RFA.  A second  level  of  review  will  be  provided  by  the 
NIAID  Council. 

AWARD  CRITERIA 

One  or  two  awards  are  anticipated  under  this  RFA.  The  primary  criterion  for  award  is  the  scientific  and  technical  merit 
of  the  application  as  judged  by  peer  reviewers  and  reflected  in  the  priority  score.  Additional  award  criteria  are  the 
availability  of  funds,  receipt  of  a sufficient  number  of  scientifically  meritorious  applications  that  are  responsive 
to  this  RFA,  and  overall  programmatic  relevance  and  priority. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  issues  or  questions  from  potential  applicants 
are  welcome.  Requests  for  the  RFA  and  inquiries  regarding  programmatic  or  scientific  issues  may  be  directed  to: 

Barbara  Laughon,  Ph.D. 

Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  2C35 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  402-2304 

FAX:  (301)  402-3211 

Inquiries  pertaining  to  review  of  applications  may  be  directed  to: 

Dianne  Tingley,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C16 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-0818 

FAX:  (301)  402-2638 
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Inquiries  regarding  fiscal  matters  may  be  directed  to: 


Ms.  Jane  Unsworth 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B22 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

Schedule 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Scientific  Review  Date: 
Advisory  Council  Date: 
Anticipated  Award  Date: 


November  15,  1993 
January  21,  1994 
March  1994 
June  1994 
July/August  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  93.856  - Microbiology  and  Infectious  Diseases 
Research  and  93.855  - Immunology,  Allergic  and  Immunological  Diseases  Research.  Grants  are  awarded  under  the  authority 
of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  the  PHS  grants  policies  and  Federal 
Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  the  Executive  Order  12372  or  Health  Systems  Agency  Review. 

ONGOING  PROGRAM  ANNOUNCEMENTS 

DRUG  ABUSE  TREATMENT  FOR  WOMEN  OF  CHILDBEARING  AGE  AND  THEIR  CHILDREN 

NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 
PA  NUMBER:  PA  93-106 


P.T.  34;  K.W.  0404009 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  stimulate  research  to  improve  the  effectiveness  of  drug  abuse  treatment 
for  women  of  childbearing  age  and  their  offspring. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Drug  Abuse 
Treatment  for  Women  of  Childbearing  Age  and  Their  Children,  is  related  to  the  priority  area  of  health  promotion/alcohol 
and  other  drugs.  A copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock 
No.  017-001-00473-1)  may  be  obtained  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit,  public  and  private  organizations  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01). 
Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  wilt  be  solely  that  of  the  applicant. 
Support  will  be  provided  for  a period  of  up  to  five  years  (renewable  for  subsequent  periods)  subject  to  continued 
availability  of  funds  and  progress  achieved.  In  fiscal  year  1994,  it  is  anticipated  that  $5  million  will  be  available 
from  the  National  Institute  on  Drug  Abuse  (NIDA)  to  fund  approximately  eight  to  nine  grants  under  this  announcement. 

Research  projects  requiring  substantial  programmatic  support,  such  as  the  establishment  of  new  comprehensive  services 
or  the  addition  of  a substantial  component  to  an  existing  program,  are  encouraged  under  this  announcement.  If  required 
in  support  of  research  objectives,  funds  may  be  expended  on  drug  abuse  treatment  costs,  rental  and  operation  of 
facilities,  approved  renovation  and  modification  of  facilities  (subject  to  limits  and  conditions  specified  in  the  PHS 
grants  policy),  and  other  costs  normally  allowable  under  existing  PHS  grants  policy.  Funds  may  not  be  used  for  new 
construction  or  to  replace  existing  treatment  funding. 

RESEARCH  OBJECTIVES 


Summary 

Research  studies  are  sought  to  investigate  effective  and  cost-effective  drug  abuse  treatment  for  women  and  their 
children.  Research  is  sought  to:  (1)  improve  outcomes  of  drug  abuse  treatment  for  women  of  childbearing  age  and  their 
young  children;  (2)  improve  treatment  recruitment,  retention,  and  compliance;  (3)  improve  interventions  for  women  with 
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co-existing  mental  disorders  and  to  reduce  family  and  social  dysfunction;  (4)  improve  the  drug  abuse  treatment 
envi rorment,  delivery  of  services,  and  service  linkages  in  order  to  facilitate  recovery  from  drug  abuse;  and  (5) 
understand  and  remove  barriers  to  drug  abuse  treatment  for  women,  particularly  for  pregnant  women  and  women  with 
chi Idren. 

Background 

This  announcement  builds  on  a NIDA  program  of  research  established  with  Requests  for  Applications  89-03  (Research 
Demonstration  Grants  on  Drug  Treatment  ...  For  Pregnant  Women)  and  90-12  (Research  Demonstration  Applications  on  Drug 
Abuse  Treatment  for  Women  of  Child-Bearing  Age  and  their  Offspring).  Both  new  applicants  and  those  investigators 
previously  funded  under  the  above-cited  programs  are  eligible. 

The  treatment  needs  of  women  often  differ  from  those  of  men.  Women  who  abuse  drugs  face  a variety  of  barriers  to 
treatment  entry,  engagement  in  treatment,  and  long-term  recovery.  Barriers  to  entry  include  a lack  of  economic 
resources,  referral  networks,  women- oriented  services,  and  conflicting  child-related  responsibilities.  Engagement  in 
treatment  and  consequent  long-term  recovery  are  hampered  by  the  primarily  male  orientation  of  traditional  models  of  drug 
treatment  and  aftercare;  by  women-specif ic  problems  such  as  low  self-esteem,  low  employability,  and  a lack  of  appropriate 
services  to  treat  social,  psychiatric,  and  medical  disorders.  Women  who  are  addicted  are  also  more  likely  to  engage 
in  high-risk  sexual  behavior,  such  as  sex  in  exchange  for  crack,  that  increases  the  risk  of  becoming  pregnant  as  well 
as  the  risk  of  contracting  infectious  diseases  such  as  HIV. 

Maternal  drug  abuse  may  complicate  delivery  of  offspring  and  compromise  the  newborn  child's  chance  of  normal  mental  and 
physical  development.  Research  on  improved  therapeutic  programs  and  supportive  services  is  needed  to  address  drug  abuse 
treatment  and  medical  treatment  needs  of  the  mother  and  child  before  and  after  delivery. 

Research  presently  underway  suggests  a number  of  areas  in  which  further  investigation  is  needed.  Applications  focused 
on  culturally  appropriate  treatment  strategies  and  program  models  for  women  and  children  of  special  populations  (i.e., 
programs  designed  to  serve  unique  needs  of  specific  racial/ethnic  minorities),  women  in  high-risk  groups  (e.g.,  engaged 
in  prostitution),  or  under  criminal  justice  supervision  are  of  particular  interest.  Additional  study  is  needed  on 
methodological  issues  such  as  research  design  and  the  measurement  of  behavior  change.  Research  may  focus  on  outreach 
strategies  to  improve  entry  of  women  into  drug  abuse  treatment,  on  removing  barriers  to  treatment,  and  on  making  such 
treatment  more  attractive  (e.g.,  by  providing  a range  of  health  services,  by  adding  child  care  to  programs  and/or 
allowing  mothers  to  have  their  children  live  with  them  in  residential  treatment).  Studies  suggest  that  women  may  benefit 
from  services  such  as  assertiveness  training,  counseling  to  bui  Id  self-esteem,  social  skills  enhancements,  social  network 
interventions,  treatment  for  depression,  and  counseling  in  family  planning  and  birth  control.  Case  management  approaches 
to  coordinate  services  and  maintain  the  integrity  of  treatment  plans  can  improve  treatment  outcomes.  Other  useful 
components  include  psychoeducational  strategies  and  relapse  prevention. 

Program  Description 

Research  is  sought  to  improve  the  outcomes  of  treatment  for  women  of  childbearing  age,  including  treatment  for  mothers 
and  their  young  children;  improve  recruitment,  retention,  and  compliance  with  treatment;  investigate  strategies  to  deal 
with  comorbidity  and  family/social  dysfunction;  improve  the  drug  abuse  treatment  program  environment  and  the  delivery 
of  treatment  services  in  order  to  facilitate  recovery  from  drug  abuse,  and  to  investigate  the  impact  of  barriers  to  entry 
and  engagement  in  drug  abuse  treatment  that  exist  for  women,  particularly  pregnant  women  and  women  with  young  children. 

Applicants  are  advised  to  review  existing  information  relevant  to  the  treatment  of  drug  abusing  women  and  their  children, 
including  pregnant  and  postpartum  women.  The  NIDA  will  support  studies  to  investigate  the  short-  and  long-term 
effectiveness  of  comprehensive  drug  abuse  treatment  for  women  and  their  young  children  based  in  a variety  of  settings 
(e.g.,  hospitals,  outpatient  clinics,  residential  facilities,  home-based  care).  Areas  of  research  interest  include 
research  to: 

o Improve  treatment  recruitment,  retention,  compliance,  and  outcomes  for  women,  with  and  without  children,  and  their 
chi Idren. 

o Evaluate  the  effectiveness  of  psychosocial  interventions  developed  for  women,  or  gender - speci fic  modifications  of 
existing  therapeutic  approaches. 

o Investigate  the  effectiveness  and  cost-effectiveness  of  drug  abuse  treatment,  aftercare,  and  ancillary  services  for 
women,  including  pregnant  women  and  women  with  young  children,  designed  to  address  medical,  mental  health,  social, 
vocational,  educational,  family,  and  related  problem  areas. 

o Improve  linkages  and  reduce  overlap  between  service  providers  and  to  enhance  ancillary  service  support  structures. 

o Investigate  the  roles  of  comorbidity,  family/social  dysfunction,  marital  discord,  criminal  behavior,  low 
employabi l i ty,  homelessness,  and  other  factors  that  predict  relapse  to  illicit  drug  use,  and  identification  of  effective 
treatment  strategies  for  dealing  with  these. 

o Improve  treatment  program  environments  for  women,  including  overcoming  barriers  to  implementation  of  effective 
treatment  programs  and  improving  treatment  service  delivery  to  help  engagement  in  treatment  and  long-term  recovery. 

o Reduce  the  impact  of  barriers  to  drug  abuse  treatment  that  exist  for  women,  particularly  for  pregnant  women  or  women 
with  young  children. 

The  importance  of  a sound  research  plan  and  qualified  research  staff  cannot  be  over-emphasized.  It  is  recommended  that 
investigators  use  the  most  rigorous  methodology  consistent  with  the  purposes  of  the  research.  All  applications  should 
address  issues  of  project  feasibility  and  collaborative  arrangements,  study  design,  sampling  procedures,  implementation 
of  the  intervention,  instrumentation  and  measurement,  data  collection,  quality  control,  tracking  of  clients,  followup, 
and  data  analysis,  as  appropriate. 

Investigators  are  encouraged  to  offer  HIV  testing  and  counseling  in  accordance  with  current  guidelines  to  subjects 
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identified  during  the  course  of  the  research  as  being  at  risk  for  HIV  acquisition  or  transmission.  In  high-risk 
populations,  investigators  are  encouraged  to  assess  the  effects  of  new  interventions  on  the  acquisition  and  transmission 
of  infectious  diseases,  including  HIV. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

Applications  for  clinical  research  grants  and  cooperative  agreements  that  involve  human  subjects  are  required  to  include 
minorities  and  both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of 
the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of 
minorities  in  studies  of  diseases,  disorders,  and  conditions  which  disproportionately  affect  them.  This  policy  applies 
to  all  research  involving  human  subjects  and  human  materials,  and  applies  to  males  and  females  of  all  ages.  If 
minorities  are  excluded  or  are  inadequately  represented  in  this  research,  particularly  in  proposed  population-based 
studies,  a clear  compelling  rationale  for  exclusion  or  inadequate  representation  should  be  provided.  The  composition 
of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group,  together  with  a rationale 
for  its  choice.  In  addition,  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American  Indians  or  Alaskan 
Natives,  Asians  or  Pacific  Islanders,  Blacks,  Hispanics).  Investigators  must  provide  the  rationale  for  studies  on  single 
minority  population  groups. 

Applications  for  support  of  research  involving  human  subjects  must  employ  a study  design  with  minority  and/or  gender 
representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.)  appropriate  to  the  scientific  objectives 
of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide  statistical  power  to  answer  the 
questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however,  whenever  there  are  scientific  reasons 
to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups,  with  regard  to  the  hypothesis  under 
investigation,  applicants  should  include  an  evaluation  of  these  gender  and  minority  group  differences  in  the  proposed 
study.  If  adequate  inclusion  of  one  gender  and/or  minorities  is  impossible  or  inappropriate  with  respect  to  the  purpose 
of  the  only  study  population  available,  there  is  a disproportionate  representation  of  one  gender  or  minority/majority 
group,  the  rationale  for  the  study  population  must  be  well  explained  and  justified. 

The  NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements  or  contracts  that  do  not  comply  with 
this  policy.  For  research  awards  which  are  covered  by  this  policy,  awardees  will  report  annually  on  enrollment  of  women 
and  men,  and  on  the  race  and  ethnicity  of  subjects. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  Applicants  who  are  currently  supported  under  NIDA  research 
demonstration  program  (R18)  will  be  considered  competing  continuations  (type  2)  ROIs  and  may  submit  their  applications 
for  the  competing  continuation  receipt  dates  of  November  1,  March  1,  or  July  1.  The  receipt  dates  for  applications  for 
AIDS-related  research  are  found  in  the  PHS  398  instructions. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grant  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  240,  Bethesda, 
MD  20892,  telephone  301/594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Item  2a  on  the  face  page 
of  the  application. 

The  completed  original  and  five  permanent,  legible  copies  of  the  PHS  398  form  must  be  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  DHHS 
grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  initial  review  group  (IRG)  in 
accordance  with  established  PHS  referral  guidelines.  The  IRGs,  consisting  primarily  of  non-Federal  scientific  and 
technical  experts,  will  review  the  applications  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH 
peer  review  procedures.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial 
review.  Applications  will  receive  a second-level  review  by  an  appropriate  Advisory  Council,  whose  review  may  be  based 
on  policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  further  consideration  by  the 
Council  may  be  considered  for  funding. 

AWARD  CRITERIA 

Applications  recommended  for  further  consideration  by  an  appropriate  Advisory  Council  will  be  considered  for  funding 
on  the  basis  of  overall  scientific,  clinical  and  technical  merit  of  the  proposal  as  determined  by  peer  review, 
appropriateness  of  budget  estimates,  program  needs  and  balance,  policy  considerations,  adequacy  of  provisions  for  the 
protection  of  human  subjects,  and  availability  of  funds. 
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INQUIRIES 


Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Frank  Tims,  Ph.D.  or  Jack  Blaine,  M.D. 

Division  of  Clinical  Research 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10A-30 
Rockville,  MD  20857 
Telephone:  (301)  443-4060 

Direct  inquiries  regarding  fiscal  matters  to: 

Chief,  Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Section  301,  and  administered  under  PHS  policies  and  Federal  Regulations  at  Title  42 
CFR  52  "Grants  for  Research  Projects",  Title  45  CFR  Part  74  & 92,  "Administration  of  Grants"  and  45  CFR  Part  46, 
"Protection  of  Human  Subjects".  Title  42  CFR  Part  2,  "Confidentiality  of  Alcohol  and  Drug  Abuse  Patient  Records"  may 
also  be  applicable  to  these  awards.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

MEDICAL  IMAGING  DATABASES 

NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 
PA  NUMBER:  PA-93- 107 
P.T.  34;  K.U.  0735015,  1004008,  0706030 
National  Cancer  Institute 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Library  of  Medicine 

PURPOSE 

The  National  Cancer  Institute  (NCI)  through  the  Diagnostic  Imaging  Research  Branch  (DIRB)  of  the  Radiation  Research 
Program,  the  National  Library  of  Medicine  (NLM),  and  the  Division  of  Stroke  and  Trauma,  National  Institute  of 
Neurological  Disorders  and  Stroke  (NINDS)  are  seeking  grant  applications  that  will  address  new  medical  imaging  database 
designs  that  focus  on  non-textual  paradigms.  The  goal  of  medical  imaging  databases  is  to  provide  a means  for  organizing 
a large  mass  of  heterogeneous,  changing,  pictorial,  and  symbolic  data  into  a structured  environment  that  can  be 
synthesized,  classified,  and  presented  in  an  organized  efficient  manner  to  facilitate  optimal  decisionmaking  in  a health 
care  environment.  A properly  organized  imaging  database  can  compensate  for  human  memory  limitations  and  provide  an 
environment  for  improved  patient  care,  research,  and  education.  Development  of  an  effective  and  useful  medical  imaging 
database  must  take  place  in  an  interdisciplinary  environment,  using  the  medical  knowledge  from  radiologists,  radiation 
and  medical  oncologists,  neurologists  and  other  specialties  in  collaboration  with  the  database  research  corranunity  and 
the  imaging  expertise  of  the  computer  and  Picture  Archiving  and  Communications  System  (PACS)  sciences. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement,  Medical 
Imaging  Databases,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit,  public  and  private  organizations,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  First  Independent  Research  Support  and  Transition  Awards  (R29). 

MECHANISM  OF  SUPPORT 

Applications  considered  appropriate  responses  to  this  announcement  are  the  traditional  research  project  grants  (R01) 
and  the  First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29).  Although  no  funds  are  specifically  set 
aside  for  funding  grants  submitted  in  response  to  this  program  announcement,  the  Radiation  Research  Program  regards 
research  in  this  area  as  high  priority. 

Awards  will  be  administered  in  accordance  with  PHS  grants  policy  as  described  in  the  PHS  Grants  Policy  Statement,  DHHS, 
Publication  No.  (OASH)  90-50,000  revised  October  1,  1990. 
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Because  of  the  nature  and  scope  of  the  research  proposed  in  response  to  this  Program  Announcement  may  vary,  it  is 
anticipated  that  the  size  of  an  award  will  vary  also. 

RESEARCH  OBJECTIVES 

Background 

Today,  medical  imaging  database  management  and  searches  are  largely  performed  by  skilled  human  investigators.  Although 
considerable  progress  has  been  achieved  in  recent  years  in  the  development  of  new  strategies  for  rapid  and  efficient 
textual  retrievals  from  text  databases,  very  little  effort  has  gone  into  the  development  of  techniques  for  non-textual 
searches.  Similarly,  since  medical  images  are  poorly  incorporated  into  the  overall  collection  of  data  on  cancer 
patients,  there  is  very  little  attempt  to  cohesively  gather  information  from  images  of  different  patients  for  correlation 
with  other  critical  parameters  of  their  disease.  The  wealth  of  information  that  is  potentially  accessible,  but  not 
available  through  any  currently  available  technology,  would  contribute  to  new  clinical  knowledge  about  disease 
progression,  prognostic  indicators  for  outcome  assessment  in  patients  scheduled  for  treatment,  and  the  ability  to  assess 
outcome  in  patients  who  have  undergone  treatment. 

Research  Goals  and  Scope 

Although  much  research  has  already  been  done  in  the  development  of  "next  generation  databases,"  more  research  is  needed 
to  address  the  complex  issues  of  developing  the  tools  for  medical  imaging  databases  in  a clinical  environment.  The 
research  goals  of  this  Program  Announcement  include  the  following: 

1.  Development  of  a descriptive  language  for  medical  images  that  describes  image  features  that  define  the  oncologic 
content  of  images  and  develops  a standardized  vocabulary  for  the  geometric  description  of  the  images; 

2.  Development  and  implementation  of  advanced  query  languages  that  use  pictorial  and  symbol ic- based  object-oriented 
data  modeling  to  support  complex  non-textual  queries; 

3.  Development  of  new  database  models  that  incorporate  the  following  features: 

a.  index  an  imaging  database  using  image  features; 

b.  support  spatial  relations  for  queries  that  can  detect  change,  such  as  by  shape  and  size,  but  are  robust  enough  to 
adjust  for  deformations; 

c.  develop  object-oriented  solutions  that  can  handle  levels  of  uncertainty  in  identifying  objects  with  fuzzy  boundaries; 

d.  support  temporal  relations  that  reflect  both  the  history  of  the  patient,  as  is  currently  best  known,  as  well  as  what 
was  in  the  database  at  any  given  point  in  time; 

e.  allow  for  the  development  of  ad  hoc  and  customized  schema  that  evolve  as  the  user  gathers  new  data  and  knowledge 
by  navigating  through  or  perusing  the  database; 

f.  solve  integrity  problems,  such  as  resolving  a situation  when  two  databases  contain  contradictory  information; 

g.  carry  out  search  and  analysis  processes  that  are  both  accurate  and  timely  and  allow  for  the  interaction  of  a human 
investigator. 

5.  Development  of  tools  that  allow  for  the  cohesive  unification  of  data  and  information  from  hospital  information 
systems,  radiological  information  systems,  image  archives  and  imaging  machines  into  one  system  for  incorporation  into 
the  electronic  medical  record  for  incorporation  into  the  electronic  medical  record. 

Research  and  implementations  of  database  systems  must  proceed  in  interdisciplinary  environments  that  successfully  combine 
the  expertise  and  knowledge  from  the  medical  community  with  that  of  the  database  and  computer  science  disciplines. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  this  program  announcement  and  will 
be  accepted  at  the  standard  application  deadlines  as  indicated  in  the  application  kit.  These  forms  are  available  at 
most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  449,  5333  Uestbard  Avenue,  Bethesda,  HD  20892,  telephone 
(301-594-7248). 

The  PA  number  and  title  must  be  typed  on  line  2a  of  the  face  page  of  the  application  form.  The  completed  original 
application  and  five  legible  copies  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

All  PHS  and  NIH  grants  policies  will  apply  to  applications  received  in  response  to  this  announcement. 

FIRST  (R29)  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the 
original  application.  FIRST  (R29)  award  applications  submitted  without  the  required  number  of  reference  letters  will 
be  considered  incomplete  and  will  be  returned  without  review. 
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REVIEW  CONSIDERATIONS 


Appl  ications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be  reviewed  for 
scientific  and  technical  merit  by  study  sections,  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following 
scientif ic-technical  review,  the  applications  will  receive  a second- level  review  by  the  appropriate  national  advisory 
counc i l . 

AWARD  CRITERIA 

Appl  ications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  the  research  areas  of  this  announcement 
INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA  and  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive  are  encouraged  and  may  be  directed  to: 

Dr.  Sandra  Zink 
Radiation  Research  Program 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  800 
Bethesda,  MD  20892 
Telephone:  (301)  496-9360 

Dr.  George  N.  Eaves 
Division  of  Stroke  and  Trauma 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  8A-13 
Bethesda  MD  20892-9905 
Telephone:  (301)  496-4226 

Dr.  Roger  Dahlen 
Extramural  Programs 
National  Library  of  Medicine 
Building  38,  Room  5S522 
Bethesda,  MD  20892 
Telephone:  (301)  496-4221 

Direct  inquiries  regarding  fiscal  matters  to: 

Barbara  A.  Fisher 

Grants  Management  Specialist 

National  Cancer  Institute 

Executive  Plaza  South,  Room  242 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  66 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number  93.395,  Cancer  Treatment  Research  and 
Number  93.854,  Biological  8asis  Research  in  the  Neurosciences.  Awards  are  made  under  the  authorization  of  the  Public 
Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

BEHAVIORAL  RESEARCH  IN  SEXUALLY  TRANSMITTED  DISEASES 

NIH  GUIDE.  Volume  22,  Number  32,  September  3,  1993 

PA  NUMBER:  PA-93-108 

P.T . 34;  K.W.  0404000,  0715182,  0745027 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Child  Health  and  Human  Development 
National  Institute  on  Aging 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  the  National  Institute  of  Child  Health  and  Human 
Development  (NICHD),  and  the  National  Institute  on  Aging  (NIA)  invite  applications  for  intervention-oriented  behavioral 
research  on  sexually  transmitted  diseases  (STDs).  The  prevention  and  control  of  STDs  relies  on  several  strategies: 
blocking  transmission,  seeking  early  diagnosis  and  treatment,  uti  lizing  avai table  vaccines,  and  altering  risk-associated 
behaviors  over  the  life  course.  Each  strategy  has  a behavioral  component  that  is  critical  to  the  success  of  STD 
prevention  and  control.  Behavioral  research  to  reduce  the  incidence,  prevalence,  and  severity  of  STDs  should  include 
multidisciplinary  efforts  that  incorporate  the  measurement  of  microbiologic  and/or  disease  outcomes  as  well  as  behavioral 
outcomes. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Behavioral 
Research  in  Sexually  Transmitted  Diseases,  is  related  to  the  priority  area  of  sexually  transmitted  diseases.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-10473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  domestic  and  foreign,  non-profit  and  for-profit  research  institutions;  public  and 
private  organizations  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  and  female  investigators  are  encouraged. 
Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29). 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  National  Institutes  of  Health  (NIH)  investigator-initiated  research  project  grant 
(R01)  and  the  FIRST  Award  (R29).  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will 
be  solely  that  of  the  applicant.  The  maximum  duration  of  support  for  a given  project  period  is  five  years. 
Investigators  interested  in  collaborative  and  interactive  research  efforts  around  the  central  theme  of  behavioral 
research  for  the  prevention  and  control  of  STDs  may  consider  submission  of  interactive  research  project  grants  (IRPGs). 
Such  investigators  should  first  contact  NIH  program  staff  listed  under  INQUIRIES  for  advice  on  this  mechanism  and  the 
method  of  application. 

RESEARCH  OBJECTIVES 

Background 

In  November  1989  and  April  1990,  the  NIAID  convened  two  interdisciplinary  conferences  on  integrated  behavioral  research 
for  the  prevention  and  control  of  STDs  to  develop  an  intervention-oriented  behavioral  research  agenda.  The  reports  of 
these  conferences  are  found  in  Appendix  1 of  Research  Issues  in  Human  Behavior  and  Sexually  Transmitted  Diseases  in  the 
AIDS  Era,  Washington,  DC:  American  Society  for  Microbiology,  1991,  available  from  the  publisher.  The  research 
objectives  of  this  program  announcement  are  based  on  the  recommendations  of  those  conferences. 

Magnitude  and  Impact  of  STDs 

Despite  control  efforts  to  prevent  the  spread  of  STDs,  including  human  immunodeficiency  virus  (HIV)  infection,  both 
bacterial  and  viral  STDs  remain  epidemic  in  many  areas  of  the  United  States.  Current  estimates  predict  that  there  will 
be  10  to  13  million  new  cases  of  STDs  this  year,  not  including  HIV  infection.  Associated  costs  are  likely  to  exceed 
$5  bi l lion. 

Complications  of  STDs  include  infertility,  ectopic  pregnancy,  anogenital  cancer,  fetal  wastage,  low  birth  weight,  and 
congenital/perinatal  infection.  Furthermore,  recent  studies  indicate  that  ulcerative  diseases  as  well  as  the  more 
prevalent  non-ulcerative  STDs  increase  the  risk  of  HIV  transmission  at  least  three-  to  five-fold. 

The  long-term  sequelae  of  STDs  cause  significant  morbidity  and  mortality,  and  women  and  their  infected  infants  bear  much 
of  the  associated  disease  burden.  Additionally,  STDs  disproportionately  affect  the  health  of  several  minority 
populations  and  a significant  proportion  of  adolescents  in  the  United  States.  Both  the  incidence  of  STDs  and  their 
long-term,  potentially  fatal  sequelae  are  consistently  higher  among  black  and  Hispanic  Americans  than  among  white 
Americans.  Over  60  percent  of  all  STD  cases  occur  in  people  less  than  25  years  of  age,  and  3 million  teenagers  are 
infected  with  an  STD  each  year. 

Transmission  Dynamics 

The  persistence,  spread,  and  progression  of  STDs  are  related  not  only  to  biological  factors  but  also  to  behavioral  and 
social  factors.  According  to  May  and  Anderson's  model  on  transmission  dynamics,  the  reproductive  rate  of  infection  or 
the  average  number  of  sexually  transmitted  infections  generated  by  an  infected  person  is  a function  of  (1)  transmission 
probability,  (2  contact  rates,  and  (3)  duration  of  infectiousness.  In  addition  to  biological  factors,  transmission 
probability  is  affected  by  the  type  and  frequency  of  sexual  behavior  and  the  extent  to  which  each  behavior  facilitates 
transmission.  Contact  rates  are  a function  of  the  absolute  number  of  partners  as  well  as  the  characteristics  of  sexual 
partners  encountered  over  a specified  period  of  time.  Duration  of  infectiousness,  or  the  period  of  time  during  which 
an  individual  remains  infectious,  is  determined  by  recognition  of  symptoms  or  risk  and  health-seeking  behaviors,  which 
lead  to  diagnosis  and  treatment. 

Behavioral  interventions  to  prevent  the  acquisition,  spread,  and  progression  of  STDs  are  associated  with  all  three 
elements  of  May  and  Anderson's  model.  Decreasing  transmission  probability  requires  changing  individuals'  behaviors, 
including  decreasing  or  eliminating  sexual  behaviors  known  to  facilitate  STD  transmission  and  increasing  condom  use 
behavior.  Decreasing  contact  rates  calls  for  reduction  in  the  number  of  sexual  partners.  Decreasing  the  period  of 
infectiousness  can  be  accomplished  through  symptom  recognition,  risk  awareness,  and  increased  health-seeking  behavior 
as  well  as  use  of  effective  vaccines. 

STD  Prevention  and  Control  Strategies 

The  ultimate  outcome  of  behavioral  research  activities  will  be  the  design,  implementation,  and  evaluation  of 
interventions  to  decrease  behaviors  associated  with  STD  risk  and  to  increase  health-seeking  behaviors.  The  sequential 
research  steps  needed  to  build  effective  interventions  are: 

1.  basic  research  to  define  antecedents  associated  with  specific  behaviors  (including  beliefs,  perceptions,  and 
motivations); 
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2.  development  of  hypotheses  derived  from  basic  research  concerning  new  approaches  to  STD  prevention,  treatment,  and 
control; 

3.  pilot  tests  of  intervention  components  on  small,  well  defined  samples; 

4.  experimental  or  quasi -experimental  tests  of  complete  interventions  (formed  from  several  components  evaluated  in  pilot 
tests)  to  detect  behavioral  and  microbiological  effects. 

It  should  be  noted  that  some  of  the  behavioral  research  that  has  been  conducted  for  HIV/AIDS  prevention  may  augment  or 
accelerate  basic  research  or  hypothesis  development  related  to  other  STDs.  For  example,  frequency  of  unprotected 
intercourse,  number  of  sexual  partners,  and  asymptomatic  infection  similarly  affect  the  transmission  dynamics  of  all 
STDs,  including  HIV  infection.  However,  antecedents  of  preventive  action  may  differ  for  STDs  that  are  fatal  (e.g.,  HIV 
infection),  compared  to  those  that  incur  long  term  consequences  (e.g.,  pelvic  inflammatory  disease  or  genital  herpes), 
or  those  that  present  only  as  an  acute  disease  without  long  term  sequelae  (e.g.,  treatable  bacterial  STDs).  Moreover, 
the  factors  that  affect  duration  of  infectiousness  are  different  for  HIV  and  many  STDs.  Infectiousness  may  be  limited 
by  curative  therapy  for  bacterial  STDs,  and  there  is  an  available  vaccine  for  one  viral  STD  (hepatitis  B). 

Uhile  the  scientific  areas  covered  in  the  following  research  objectives  are  very  broad,  it  is  not  expected  that  any 
single  application  will  cover  the  range  of  scientific  areas  described  below.  Applicants  are  encouraged  to  focus  their 
investigations. 

A.  Decrease  Transmission  Probability  and  Contact  Rates 

The  goal  of  research  to  decrease  transmission  probability  and  contact  rates  is  to  reduce  risk  of  exposure  to  and 
acquisition  of  STDs  through:  (1)  postponing  coital  debut;  (2)  reducing  frequency  of  sexual  practices  associated  with 
higher  rates  of  transmission;  (3)  reducing  numbers  of  sexual  partners;  and  (4)  increasing  use  of  barrier  contraceptives 
(e.g.,  condoms).  While  other  N I H programs  support  research  on  these  behaviors  for  HIV  prevention  (see  addendum  section), 
research  targeted  by  this  program  announcement  focuses  on  the  reduction  of  the  incidence,  prevalence,  and  severity  of 
STDs  other  than  HIV  and  should  include  microbiologic  and/or  disease  outcomes  as  well  as  behavioral  outcomes. 

1.  Individual  Factors:  To  change  behaviors  that  put  people  at  risk  for  STDs  or  their  sequelae,  individuals  must 
recognize  that  there  is  a problem  in  their  environment  that  is  both  serious  and  personally  relevant;  be  motivated  to 
act;  and  have  the  relevant  knowledge,  skills,  and  tools  to  undertake  recommended  action.  Specific  areas  for  research 
include,  but  are  not  limited  to: 

o identification  of  antecedents  and  determinants  of  behaviors  relevant  to  STD  risk  reduction  in  different  populations 
(i.e.,  does  the  threat  of  PID  and  its  sequelae  motivate  women  to  take  preventive  action  against  STDs); 

o ascertainment  of  optimal  content,  format,  and  venues  for  delivering  information  about  acquisition  and  transmission 
of  STDs  and  the  serious  consequences  associated  with  these  infections  (i.e.,  what  misperceptions  about  STDs  are  related 
to  sexual  risk  taking,  how  is  information  concerning  STDs  conveyed  through  formal  and  informal  networks  of  communication, 
and  how  can  these  networks  be  used  to  deliver  programs  that  will  result  in  a decrease  in  incident  disease); 

o identification  of  skills  needed  to  prevent  STD  transmission  and  optimal  mechanisms  to  impart  those  skills  (i.e.,  what 
is  the  best  way  to  increase  consistent  condom  use  among  individuals  with  genital  herpes  who  may  be  asymptomatic  but 
shedding  virus). 

2.  Environmental  Factors:  In  addition,  impediments  in  the  social  environment  must  be  identified  and  removed  or 
diminished  if  individual  behavioral  change  to  reduce  risk  of  STDs  is  to  be  initiated  and  sustained.  Thus,  research  may 
focus  on  the  individual  as  the  target  of  the  intervention  or  larger  social  structures.  Specific  areas  of  STD-related 
research  on  environmental  factors  may  include: 

o determination  of  key  norms  that  govern  behaviors  associated  with  STD  transmission  and  development  of  strategies  to 
modify  them  (i.e.,  what  are  the  norms  governing  sexual  intercourse  during  treatment  for  a bacterial  STD,  how  do  they 
vary  by  subpopulation,  and  what  intervention  strategies  would  be  effective  to  modify  them); 

o increase  the  adoption  and  diffusion  of  new  and  existing  technologies  to  prevent  STDs,  such  as  barrier  methods,  that 
are  compatible  with  human  skills,  dispositions,  and  perceptions  related  to  STDs,  including  those  technologies  that  can 
be  controlled  exclusively  by  women  (i.e.,  what  characteristics  of  vaginal  suppositories  enhance  or  discourage  use  among 
women,  and  which  should  be  considered  in  the  development  of  new  topical  microbicides  to  prevent  STDs). 

On  the  basis  of  the  findings  of  this  research,  STD  interventions  that  target  either  individuals,  groups,  or  the  social 
environment  will  then  be  designed,  implemented,  and  evaluated. 

B.  Decrease  the  Duration  of  Infectiousness 

The  goal  of  research  in  this  area  is  to  decrease  the  infectious  period  through  increasing  health -seeking  behaviors 
leading  to  early  diagnosis  and  treatment  of  STDs. 

1.  Diagnosis  and  Treatment:  Behavioral  research  is  needed  to  increase  appropriate  use  of  diagnostic  tests.  Given  the 
high  prevalence  of  asymptomatic  disease,  effective  strategies  should  encourage  individuals  to  seek  STD  screening  on  the 
basis  of  recognition  of  risk-related  behavior  rather  than  symptoms,  which  may  not  be  present  or  recognized. 

For  treatment  to  be  effective,  the  patient  must  comply  with  the  prescribed  regimen.  Optimal  treatment  for  STDs  includes 
taking  medication,  abstaining  from  sex  during  treatment  (i.e.,  until  the  infection  is  no  longer  transmissible),  referring 
partners  for  screening,  and  returning  for  follow-up  screening  or  care  after  treatment,  as  necessary. 

Examples  of  research  areas  of  interest  include,  but  are  not  limited  to,  the  following,  and  all  should  include  both 
behavioral  and  microbiologic  outcomes: 

o identification  of  antecedents  and  determinants  of  health-seeking  behaviors  that  lead  to  STD  diagnostic  screening  and 
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medication  compliance; 

o determination  of  level  of  current  knowledge  about  benefits  associated  with  screening,  early  treatment  and  medication 
compliance,  and  identification  of  misperceptions  and  other  barriers  to  use;  determination  of  optimal  content,  format, 
and  venues  for  information  delivery  about  screening  and  treatment; 

o development  of  behavioral  instruments  accompanied  by  microbiologic  or  disease  measures  that  can  (1)  identify  women 
at  risk  for  repeat  infection,  (2)  distinguish  women  with  infection  limited  to  the  lower  genital  tract  from  those  at  risk 
for  progression  to  upper  genital  tract  infection,  and  (3)  distinguish  women  with  upper  tract  infection  from 
those  at  risk  for  chronic  sequelae; 

o determination  of  characteristics  of  health  care  provider-patient  interaction  that  support  and  sustain  diagnostic 
screening  and  compliance  with  treatment; 

o identification  of  barriers  (from  the  perspective  of  both  the  patient  and  the  health  care  provider)  to  appropriate 
use  of  screening  and  treatment;  and 

o ascertainment  of  the  impact  of  product  characteristics  (e.g.,  programmed  timers  to  prompt  pill  taking)  on  medication 
comp l i ance. 

2.  Vaccination:  It  is  likely  that  vaccines  for  several  STDs  will  be  available  by  the  end  of  this  decade.  To  make  full 
use  of  these  powerful  tools  there  is  a critical  need  to  dissect  and  understand  the  behavioral  aspect  of  vaccine 
acceptance  and  compliance.  Poor  acceptance  of  the  hepatitis  B vaccine  underscores  this  need.  Immunization  for  hepatitis 
B has  been  available  since  1982,  yet  the  overall  impact  on  incidence  has  been  negligible.  Rates  of  infection  remain 
high  even  among  high  risk  groups  (i.e.,  homosexual  men).  Lack  of  use  and  poor  compliance  with  the  hepatitis  B vaccine 
regimen  underscore  the  need  for  research  on  the  complex  processes  by  which  an  individual  arrives  at  a decision  to  either 
accept  or  decline  immunization.  This  information  will  be  essential  in  the  development  of  clinical  trial  protocols  and 
will  be  critical  in  increasing  the  likelihood  of  use  of  approved  STD  vaccines.  Examples  of  research  areas  of  interest 
include,  but  are  not  limited  to: 

o identification  of  antecedents,  determinants,  and  motivators  of  vaccine  acceptance  and  compliance; 

o measurement  of  current  knowledge  about  benefits  associated  with  STD  vaccine  acceptance  and  identification  of 
misperceptions  and  other  barriers  to  use; 

o determination  of  optimal  content,  format,  and  venues  for  information  delivery  about  vaccine  availability;  and 

o determination  of  characteristics  of  patient-provider  interaction  that  support  and  sustain  vaccine  acceptance  and 
compl iance. 

Research  to  decrease  the  duration  of  infectiousness  should  produce  detailed  and  specific  information  concerning  increased 
use  of  diagnosis  as  well  as  acceptance  of  and  compliance  with  treatment  and  vaccination.  These  findings  will  point  to 
elements  of  interventions  that  are  appropriate  for  pilot  testing.  Promising  elements  can  then  be  folded  into  more 
complete  interventions,  which  will  be  implemented  and  evaluated  in  experimental  trials. 

Study  Design  Considerations 

In  requiring  investigators  to  measure  both  behavioral  and  disease  or  microbiologic  outcomes,  investigators  will  need 
to  establish  linkages  to  clinical  settings  where  diagnostic  capabilities  are  present.  Treatment  becomes  an  issue  (1) 
if  signs  or  symptoms  make  disease  apparent,  or  (2)  if  infection  is  detected  upon  screening.  In  either  case, 
consideration  must  be  given  to  providing  treatment.  In  addition,  intervention  research  that  results  in  significant 
benefit  to  cases  should  make  provisions  to  provide  a similar  program  to  subjects  who  served  as  controls. 

However,  other  appropriate  research  designs  may  go  beyond  the  clinical  setting.  For  example,  investigators  may  wish 
to  consider  epidemiologic  research  or  add  a component  to  an  ongoing  epidemiologic  study  (i.e.,  piggybacking  an  STD 
component  on  an  existing  survey  that  includes  the  collection  of  biologic  samples). 

Epidemiologic  research  that  expands  beyond  traditional  demographic  factors  to  include  STD-related  behaviors  and  infection 
status  is  integral  and  complementary  to  intervention-oriented  research.  Traditionally,  epidemiologic  surveys  have 
focused  on  demographic  and  ecologic  risk  factors,  such  as  age,  race,  sex,  and  population  density.  While  these  may  be 
important  indices  of  risk,  they  are  not  amenable  to  change.  It  is  equally  important  that  epidemiologic  research  monitor 
behaviors  that  may  have  a demonstrated  relationship  to  STDs  and  are  theoretically  changeable.  In  this  way,  epidemiologic 
findings  will  identify  which  behaviors  are  important  to  consider  in  constructing  pilot  programs.  Additional  areas  for 
research  include,  but  are  not  limited  to: 

o epidemiologic  studies  focused  on  factors  associated  with  transmission  probability  and  contact  rates  such  as  age  of 
coital  debut,  number  of  partners,  as  well  as  factors  influencing  selection  of  partners  from  high  risk  populations;  and 

o epidemiologic  studies  to  identify  sexual  and  other  behaviors  that  increase  risk  of  transmission  or  disease  progression 
(e.g.,  douching  or  dry  sex). 

Within  the  context  of  the  research  objectives  of  this  program  announcement,  submission  of  applications  that  focus  on 
methodologic  research  to  improve  data  collected  on  sexual  behaviors,  creating  valid  and  reliable  indices  of  important 
outcome  variables,  and  to  probe  factors  that  affect  the  quality  of  these  data  are  encouraged. 

Clinical  Assessment  and  Study  Population 

As  stated  earlier,  applicants  are  required  to  assess  change  in  relevant  behaviors  and  status  of  infection.  Therefore, 
proposed  projects  must  have  ties  to  clinical  facilities  to  characterize  subjects  with  respect  to  sexually  transmitted 
pathogens  including,  but  not  limited  to.  Chlamydia  trachomatis.  Neisseria  gonorrhoeae.  Treponema  pallidun,  human 
papillomavirus  (HPV),  herpes  simplex  virus  type  2 (HSV-2),  and  human  immunodeficiency  virus  (HIV).  Although  populations 
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at  risk  for  STDs  are  also  at  risk  for  HIV,  studies  that  focus  exclusively  on  HIV  are  not  included  under  this  program 

announcement . 

Certain  populations  continue  to  be  at  greater  risk  of  STD  acquisition,  transmission,  and  progression,  and  they  share 
a disproportionate  burden  of  related  disease;  applicants  are  encouraged  to  investigate  research  questions  in  ethnic, 
racial,  gender,  and  age  groups  as  well  as  social  environments  in  which  risk  is  greatest.  Special  emphasis  is  placed 
on  inner-city  minorities,  women,  and  adolescents. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population- based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  must  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  under  Research  Plan 
items  1-4  and  item  5-Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  [i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian  and  Pacific  Islanders,  Blacks,  Hispanics] . The  rationale  for  studies  on 
single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicants  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  on  the  standard 
application  deadlines  for  investigator-initiated  applications:  February  1,  June  1,  and  October  1. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449  Bethesda, 
MD  20892,  telephone  301-594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Item  2a  on  the  face  page 
of  the  application  and  the  "YES"  box  marked. 

Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CRITERIA 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be  reviewed  for 
scientific  and  technical  merit  by  relevant  study  sections  of  the  Division  of  Research  Grants,  NIH  in  accordance  with 
standard  NIH  peer  review  procedures.  Following  scientific-technical  review,  the  applications  will  receive  a second-level 
review  by  the  appropriate  national  advisory  council  or  board. 
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INQUIRIES 


The  opportunity  to  clarify  issues  or  questions  from  potential  applicants  is  welcome.  Direct  inquiries  regarding 
programmatic  issues  to: 

Heather  Mi  Her,  Ph.D. 

Sexually  Transmitted  Diseases  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-26 

Bethesda,  MD  20892 

Telephone:  (301)  402-0443 

FAX:  (301)  402-1456 

Arthur  A.  Campbell 

Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 

6100  Executive  Boulevard,  Room  8B07 

Bethesda,  MD  20892 

Telephone:  (301)  496-1101 

FAX:  (301)  496-0962 

Marcia  Ory,  Ph.D.,  M.P.H. 

Behavioral  and  Social  Research  Program 

National  Institute  on  Aging 

Gateway  Building,  Room  2C234 

7201  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-3136 

FAX:  (301)  402-0051 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Todd  Ball 

Grants  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B-22 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Ms.  Melinda  B.  Nelson 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A17 
Bethesda,  MD  20892 
Telephone:  (301)  496-5481 

Ms.  Vicki  Maurer 

Grants  and  Contracts  Management  Office 
National  Institute  on  Aging 
Gateway  Building,  Room  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  13.856  "Microbiology  and  Infectious  Disease 
Research".  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 

ADDENDUM 

The  National  Institute  of  Mental  Health  (NIMH)  Office  of  AIDS  Programs  supports  research  to  better  understand,  assess, 
and  treat  the  neuropsychiatric,  behavioral,  and  psychosocial  aspects  of  HIV  infection  and  AIDS.  Preventing  or  changing 
high  risk  behaviors  and  maintaining  low  risk  behaviors  are  the  only  available  strategies  to  prevent  the  further  spread 
of  HIV  infection.  The  NIMH  supports  both  preintervention  and  intervention  studies  in  its  behavioral  and  psychosocial 
program  which  includes  identification  of  determinants  of  high-risk  sexual  and  drug-using  behaviors;  determinants  of 
maintaining  low-risk  behaviors,  especially  for  hard-to-reach  and  special  populations;  the  social  contexts  in  which 
risk-taking  behaviors  occur;  the  impact  of  affective  states  (e.g.,  depression,  anxiety,  social  isolation)  on  risk 
behavior;  the  affects  of  cognitive  impairment  on  adherence  to  risk-reduction  guidelines;  the  design,  testing,  and 
evaluation  of  theory-driven  behavioral  interventions  designed  to  prevent  and  reduce  high-risk  behaviors  for  HIV  infection 
and  maintain  low-risk  behaviors  in  children,  adolescents,  and  adults;  research  on  interventions  targeted  to  populations 
for  which  current  research  data  are  not  available;  the  promotion  of  help-seeking  behaviors  such  as  counseling,  social 
support,  and  early  intervention  services;  adherence  to  medical  treatment  for  HIV  infection  among  different  populations; 
and  the  psychological  and  psychosocial  impact  of  HIV  and  AIDS  upon  individuals,  families,  and  communities.  For  more 
information,  contact:  Ellen  Stover,  Ph.D.,  Director,  Office  of  AIDS  Programs,  National  Institute  of  Mental  Health, 
Parklawn  Building,  Room  10-75,  5600  Fishers  Lane,  Rockville,  MD  20857,  telephone  (301)  443-7281. 
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ERRATUM 


MULTICOMPONENT  VACCINE  DEVELOPMENT 
M I H GUIDE.  Volume  22,  Number  32,  September  3,  1993 
RFA:  A I -93-017 

P.T.  34;  K.W.  0740075,  1002045,  0710070 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  October  1,  1993 
Application  Receipt  Date:  November  24,  1993 

The  following  change  is  made  to  RFA  AI -93-017,  published  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  22,  No.  28, 
August  6,  1993: 

INQUIRIES 

The  FAX  number  for  Dr.  David  L.  Klein  should  be:  (301)  496-8030. 


••THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRAMS  OR  COMACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 

CLINICAL  CENTERS  AND  COORDINATING  CENTER  FOR  A SAFETY  FOLLOW-UP  STUDY  TO  THE  POSTMENOPAUSAL 


ESTROGEN/PROGESTIN  INTERVENTIONS  TRIAL  (RFP  NHLB1 -HR-94-02  & NHLBI -HR-94-03)  ....  1 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

TUBERCULOSIS  DRUG  SCREENING  (RFP  NIAID-DAIDS-94-24)  2 

National  Institute  of  Al lergy  and  Infectious  D i seases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

ANIMAL  MODEL  TESTING  OF  TUBERCULOSIS  DRUGS  (RFP  NIAID-DAIDS-94-25)  2 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

DEVELOPMENT  AND  EVALUATION  OF  MINIMAL  ACCESS  SURGERY  IN  CANCER  TREATMENT  (RFA  CA-93-Q32)  ....  3 

National  Cancer  Institute 
INDEX:  CANCER 

IMMUNOBIOLOGY  OF  AIDS  LYMPHOMA  (RFA  CA-93-040) 6 

National  Cancer  Institute 
INDEX:  CANCER 


ONGOING  PROGRAM  ANNOUNCEMENTS 


DEVELOPMENT  OF  HIGH  CONNECTIVITY  NONMAMMALIAN  MODELS  (PA-93-109)  7 

National  Center  for  Research  Resources 
INDEX:  RESEARCH  RESOURCES 

HEALTH  CARE  SERVICES  FOR  PERSONS  WITH  HIV  INFECTION  (PA-93-110)  9 

Agency  for  Health  Care  Policy  and  Research 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Institute  on  Drug  Abuse 
National  Institute  of  Mental  Health 


INDEX:  HEALTH  CARE  POLICY,  RESEARCH;  ALCOHOL  ABUSE,  ALCOHOLISM;  DRUG  ABUSE;  MENTAL  HEALTH 


PARTNER  NOTIFICATION  TO  HIV-INFECTED  DRUG  USERS  (PA-93-111)  ...  13 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

BREAST  CANCER:  ETIOLOGY  AND  PREVENTION  (PA-93-112)  . . 17 

National  Cancer  Institute 
INDEX:  CANCER 

GERIATRIC  ACADEMIC  PROGRAM  (PAR-93-113)  . .....  20 

National  Institute  on  Aging 
INDEX:  AGING 


This  publication  is  available  electronically  to  institutions  via  BTTNET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

CLINICAL  CENTERS  AND  COORDINATING  CENTER  FOR  A SAFETY  FOLLOWUP  STUDY  TO  THE  POSTMENOPAUSAL  ESTROGEN/PROGESTIN 

INTERVENTIONS  TRIAL 

NIH  GUIDE.  Volume  22,  Number  33,  September  17,  1993 

RFP  AVAILABLE:  NHLBI -HR-94-02 
NHLBI -HR-94-03 

P.T.  34;  K.W.  0755015,  0760025 

National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  intends  to  negotiate  with:  (1)  George  Washington  University,  (2) 
Johns  Hopkins  University,  (3)  Stanford  University,  (4)  University  of  California,  Los  Angeles,  (5)  Universi ty  of 
California,  San  Diego,  (6)  University  of  Iowa,  (7)  University  of  Texas,  San  Antonio,  and  (8)  Bowman  Gray  School  of 
Medicine  for  conduct  of  safety  fol low-up  of  women  recruited  into  the  Postmenopausal  Est rogen/Progest i n I ntervent i ons 
(PEPI ) Trial . The  active  phase  of  the  three-year  PEP I Trial  requi red  these  institutions  to  collect  data  to  evaluate 
the  effects  of  five  study  treatment  regimens  on  cardiovascular  disease  risk  factors.  The  duration  of  the  PEPI  Trial 
represents  the  longest  duration  to  date  of  a clinical  trial  assessing  the  effects  of  hormone  replacement  therapies . 
However,  the  long-term  risks  and  benefits  of  hormonal  therapies  in  postmenopausal  women  remains  controversial.  The 
proposed  three  and  one-half  year  study  provides  for  minimal  safety  fol low- up  of  the  existing  PEPI  cohort.  The  primary 
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focus  of  the  safety  follow-up  will  be  three  annual  endometrial  biopsies  and  mammograms,  in  the  cohort  of  875  women, 
beginning  in  February  1994.  Six  months  will  be  allowed  for  analysis  of  the  data  collected  during  the  three-year  safety 
follow-up.  Inherent  duplication  of  cost  to  the  Government  and  unacceptable  delays  in  completing  the  project  make 
competition  unfeasible  for  this  phase  of  the  study,  which  provides  for  safety  follow-up  of  the  subjects  and  analysis 
of  col lected  data. 

TUBERCULOSIS  DRUG  SCREENING 

N I H GUIDE.  Volume  22,  Number  33,  September  17,  1993 
RFP  AVAILABLE:  NIAID-DAIDS-94-24 


P.T. 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Developmental  Therapeutics  Branch,  Basic  Research  and  Development  Program,  Division  of  AIDS,  National  Institute  of 
Allergy  and  Infectious  Diseases  (NIAID),  has  a requirement  for  the  directed  acquisition  and  evaluation  of  potential 
tuberculosis  antimicrobials.  The  Request  for  Proposals  (RFP)  will  contain  two  parts,  with  separate  work  statements  for 
each  part.  Part  A is  the  directed  acquisition,  distribution,  and  database  component  of  this  effort  and  Part  B is  the 
evaluation  component.  In  Part  A,  the  contractor  will  acquire  compounds  for  screening  against  H.  tuberculosis,  maintain 
a computerized  inventory  for  tracking  of  compounds,  and  coordinate  and  distribute  compounds  for  evaluation  (to  the 
Contractor  for  Part  B).  Part  B will  require  the  evaluation  and  screening  of  compounds  with  potential  as  anti- 
tuberculosis agents.  In  Part  B,  the  contractor  will  evaluate  and  screen  compounds  for  antimicrobial  activity  against 
M.  tuberculosis,  evaluate  the  potential  of  selected  compounds  to  inhibit  the  replication  of  intracellular  M. 
tuberculosis,  and  develop  and  utilize  new  assays. 

Offerors  may  respond  to  more  than  one  Part,  but  must  submit  separate  Technical  and  Business  proposals  for  each  (under 
separate  cover)  to  be  considered.  In  order  to  avoid  any  potential  conflict  of  interest  by  the  acquisition  contractor 
(Part  A),  a mandatory  qualification  criterion  will  be  included  to  exclude  pharmaceutical  or  chemical  companies  from 
participating  as  offerors.  A pharmaceutical  or  chemical  company  is  defined  as  an  organization  that  sells  drugs  and/or 
chemicals  to  the  general  public  for  profit.  An  organization  with  any  such  commercial  activity  shall  be  excluded  from 
competition.  Also,  approaches  to  Part  B using  a "virulent"  form  of  M.  tuberculosis  must  have  a Bio-Safety  Level  3 
Facility  at  time  of  award  to  qualify. 

This  announcement  is  a new  solicitation  and  it  is  anticipated  that  there  will  be  one  award  for  each  Part.  The  issuance 
of  the  RFA  will  be  on  or  about  September  17,  1993,  and  proposals  will  be  due  by  COB  on  or  about  December  17,  1993.  One 
cost -reimbursement,  five-year  contract  is  anticipated  for  each  Part. 

INQUIRIES 

A short-form  version  of  the  RFA  will  be  available,  for  informational  purposes,  which  includes  only  the  background 
information,  the  full  Statement  of  Work,  and  Evaluation  Criteria.  There  is  sufficient  information  in  this  document  to 
enable  prospective  offerors  to  determine  if  they  have  the  expertise/capability  to  meet  the  Government's  requirements. 
A full-text  version  will  also  be  available,  which  includes  all  the  necessary  information,  business  forms,  etc.,  in  order 
to  submit  a proposal.  There  are  a limited  number  of  full-text  versions  available.  Therefore,  request  the  short  form 
RFP  first,  then  the  full-text  version  only  if  you  are  going  to  submit  a proposal.  All  requests  must  be  in  writing. 
Specify  whether  you  are  requesting  the  short-version  or  the  full-text  version  of  the  RFP.  FAX  requests  are  acceptable, 
but  it  is  preferred  that  requests  be  made  in  writing  and  two  self-addressed  mailing  labels  be  provided. 

Requests  for  the  RFA  may  be  directed  to: 

Mr.  Ross  Kelley 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-2509 

FAX:  (301)  402-0972 

ANIMAL  HOOEL  TESTING  OF  TUBERCULOSIS  DRUGS 

NIH  GUIDE.  Volume  22,  Number  33,  September  17,  1993 

RFP  AVAILABLE:  NIAID-DAIDS-94-25 


P.T. 


National  Institute  of  Allergy  and  Infectious  Diseases 

The  Developmental  Therapeutics  Branch,  Basic  Research  and  Development  Program,  Division  of  AIDS,  National  Institute  of 
Allergy  and  Infectious  Diseases  (NIAID),  has  a requirement  for  animal  model  testing  of  potential  therapies  against 
Tuberculosis  (TB).  The  Contractor  will  be  required  to:  test  potential  therapeutic  agents  for  efficacy  in  a mouse  model 
and  provide  relevant  strains  of  TB  to  do  so;  demonstrate  the  ability  to  modify  or  improve  the  proposed  model  and  design 
alternative  protocols;  perform  additional  studies  such  as  efficacy  in  models  or  acute  infection  measuring  mortality  as 
the  endpoint,  comparison  of  different  strains  of  TB  in  efficacy  evaluations,  determinations  of  optimal  dosages,  routes, 
and  schedules  of  administration.  Offerors  must  have  a Bio-Safety  Level  3 animal  facility  at  time  of  award  to  be 
considered.  Therapeutic  agents  to  be  evaluated  will  be  supplied  by  the  Government,  through  a contract  to  be  awarded 
for  the  acquisition  of  compounds  for  TB  research. 
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This  announcement  is  for  a new  solicitation  and  it  anticipated  that  there  will  be  one  award  made.  The  issuance  of  the 
Request  for  Proposals  (RFP)  will  be  on  or  about  September  17,  1993,  with  proposals  due  by  COB  on  or  about  December  17, 
1993.  A five-year,  cost-reimbursement  contract  is  anticipated. 

INQUIRIES 

Requests  for  the  RFA  may  be  directed  to: 

Mr.  Bruce  E.  Anderson 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-8371 

FAX:  (301)  402-0972 

A short-form  version  of  the  RFA  will  be  available,  for  informational  purposes,  which  includes  only  the  background 
information,  the  full  Statement  of  Work,  and  Evaluation  Criteria.  There  is  sufficient  information  in  this  document  to 
enable  prospective  offerors  to  determine  if  they  have  the  expertise/capability  to  meet  the  Government's  requirements. 
A full-text  version  will  also  be  available,  which  includes  all  the  necessary  information,  business  forms,  etc.,  in  order 
to  submit  a proposal.  There  are  a limited  number  of  full-text  versions  available.  Therefore,  request  the  short-form 
RFP  first,  then  the  full-text  version  only  if  you  are  going  to  submit  a proposal.  All  request  must  be  in  writing. 

Specify  whether  you  are  requesting  the  short  version  or  full-text  version  of  the  RFP.  FAX  requests  are  acceptable,  but 

it  is  preferred  that  requests  be  made  in  writing  and  two  self-addressed  mailing  labels  be  provided. 

DEVELOPMENT  AND  EVALUATION  OF  MINIMAL  ACCESS  SURGERY  IN  CANCER  TREATMENT 

NIH  GUIDE.  Volume  22,  Number  33,  September  17,  1993 

RFA  AVAILABLE:  CA-93-032 

P.T.  34;  K.W.  0785210,  0715035,  0755015 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  20,  1993 
Application  Receipt  Date:  December  22,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Cancer  Therapy  Evaluation  Program  (CTEP),  Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute  (NCI)  invites 
applications  for  cooperative  agreements  from  institutions  or  consortia,  including  the  DCT  Clinical  Trials  Cooperative 
Groups,  capable  of  and  interested  in  performing  phase  II  and  phase  III  evaluations  of  minimal  access  surgery.  Minimal 
access  surgery,  which  is  synonymous  with  minimally  invasive  surgery,  has  become  increasingly  prominent  in  the  diagnosis 
and  treatment  of  benign  conditions.  Case  reports  and  small  series  have  been  published  documenting  the  use  of  minimal 
access  surgery  in  the  care  of  patients  with  cancer.  The  NCI  is  interested  in  a timely  evaluation  of  minimal  access 
techniques  that  have  the  potential  for  significantly  decreasing  the  morbidity,  cost,  and  inconvenience  of  cancer 
treatment.  Determination  of  the  effectiveness  of  minimal  access  surgery  in  the  treatment  of  cancer  is  critical,  before 
minimal  access  techniques  become  the  standard  of  care  for  cancer  therapy  in  the  community. 

Phase  III  studies  should  be  designed  to  evaluate  minimal  access  surgery  versus  standard  surgery.  Phase  II  studies  should 
evaluate  the  practicality  and  safety  of  minimal  access  surgery  for  specific  tumor  sites.  It  is  essential  for 
institutions  or  consortia  to  have  surgeons  with  experience  in  minimal  access  surgery  and  evidence  of  patient  accrual 
to  complete  a phase  II  or  III  study  or  studies  in  a timely  manner.  Solid  tumors  that  are  relevant  to  this  RFA  include 
cancers  of  the  brain,  lung,  stomach,  pancreas,  colon,  ovary,  endometrium,  and  cervix. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Development  and  Evaluation 
of  Minimal  Access  Surgery  In  Cancer  Treatment,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women,  as  well  as  new  and  experienced  investigators, 
are  encouraged.  An  applicant  institution  may  consist  of  a single  institution  or  a consortium  of  institutions  functioning 
as  an  integrated  unit  under  the  guidance  and  direction  of  a single  Principal  Investigator  for  the  purpose  of  accessing 
a sufficient  patient  population.  Foreign  institutions  are  ineligible  to  apply  or  be  a collaborating  institution  within 
an  applicant  institution.  All  accrued  patients  must  be  treated  in  the  United  States.  It  is  essential  for 
institutions/consortia  to  have  surgeons  with  experience  in  minimal  access  surgery  and  evidence  of  patient  accrual  to 
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complete  a phase  II  or  III  study  or  studies  in  a timely  manner. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  a cooperative  agreement  (U01),  an 
assistance  mechanism,  in  which  substantial  NIH  scientific  and/or  programmatic  involvement  with  the  awardee  is  anticipated 
during  performance  of  the  activity.  Under  the  cooperative  agreement,  the  NIH  purpose  is  to  support  and/or  stimulate 
the  recipient's  activity  by  involvement  in  and  otherwise  working  jointly  with  the  award  recipient  in  a partner  role, 
but  it  is  not  to  assume  direction,  prime  responsibility,  or  a dominant  role  in  the  activity.  Details  of  the 
responsibilities,  relationships  and  governance  of  the  study  to  be  funded  under  cooperative  agreement(s)  are  discussed 
in  the  RFA  under  the  section  Terms  and  Conditions  of  Award. 

Awards  and  level  of  support  depend  on  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Because 
the  nature  and  scope  of  the  research  proposed  (phase  II  versus  phase  III  studies)  in  response  to  this  RFA  may  vary,  it 
is  anticipated  that  the  size  of  awards  will  vary  also.  The  total  project  period  for  applications  submitted  in  response 
to  the  present  RFA  may  not  exceed  three  years.  The  anticipated  award  date  is  July  1,  1994.  Although  this  program  is 
provided  for  in  the  financial  plans  of  the  National  Cancer  Institute,  awards  pursuant  to  this  RFA  are  contingent  upon 
the  availability  of  funds  for  this  purpose. 

This  RFA  is  a one-time  solicitation.  At  this  time  the  NCI  has  not  determined  whether  or  how  this  solicitation  will  be 
continued  beyond  the  present  RFA.  If  the  NCI  does  not  continue  the  program,  awardees  may  submit  grant  applications 
through  the  usual  investigator-initiated  grants  program. 

FUNDS  AVAILABLE 

Approximately  $750,000  in  total  costs  per  year  for  three  years  will  be  committed  to  fund  applications  submitted  in 
response  to  this  RFA.  It  is  anticipated  that  the  funds  will  be  able  to  support  two  phase  III  awards,  four  phase  II 
awards,  or  some  combination  thereof. 

RESEARCH  OBJECTIVES 

Solid  tumors  potentially  relevant  to  this  RFA  account  for  significant  cancer  incidence,  morbidity,  mortality  and  expense. 
This  RFA  is  intended  to  promote  phase  II  and  III  evaluation  of  minimal  access  surgery  in  the  management  of  patients  with 
solid  tumors.  This  RFA  is  not  intended  to  duplicate  or  supplement  support  for  any  phase  II  or  phase  III  trials  supported 
by  any  other  mechanism.  Phase  III  studies  will  evaluate  minimal  access  surgery  versus  standard  surgical  technique, 
including  cancers  of  the  brain,  lung,  stomach,  pancreas,  colon,  ovary,  endometrium  and  cervix.  Developmental  phase  II 
studies  will  be  aimed  at  broadening  the  applicability  of  minimal  access  surgery  for  specific  tumor  sites  by  evaluating 
the  practicality  and  safety  of  this  approach. 

Each  application  is  expected  to  focus  on  a specific  solid  tumor.  An  applicant  institution  may  submit  more  than  one 
application.  In  addition,  an  individual  scientist,  individual  institution,  or  consortium  of  institutions  may  be  included 
on  more  than  one  application  (or  tumor  site). 

All  institutions  accruing  patients  must  be  able  to  document  adequate  surgical  experience  with  minimal  access  surgery 
as  well  as  adequate  patient  accrual  to  complete  a phase  II  or  III  trial  in  a timely  manner.  For  phase  III  trials, 
outcomes  of  interest  include  morbidity  (acute  and  chronic),  mortality,  efficacy  of  treatment,  length  of  hospital  stay, 
time  to  return  to  normal  activities,  quality  of  life,  and  cost.  Applications  should  include  an  analysis  of  what  outcomes 
are  expected  to  vary  importantly  between  minimal  access  surgery  and  conventional  surgery.  It  is  recommended  that  costs 
be  measured  in  terms  of  health-related  resource  utilization,  such  as  hospital  days,  operating  room  time,  office  visits, 
days  until  resumption  of  normal  activities,  etc.  Applications  should  include  documentation  of  a cost-related  data  source 
that  is  comprehensive  and  available  to  the  researcher.  Applications  must  include  a statistical  section  describing  plans 
for  analysis  of  data  designed  to  test  the  hypotheses,  as  well  as  a power/sample  size  analysis  for  cost  and  clinical 
endpoints.  It  is  possible  that  collection  of  data  on  cost  from  a subset  of  patients  may  be  adequate. 

For  phase  III  trials,  or  phase  II  trials  focusing  on  rare  tumors,  investigators  are  encouraged  to  work  with  multi -center 
organizations  or  form  a consortium  of  institutions  in  order  to  access  sufficient  number  of  patients  to  test  the  proposed 
hypotheses. 

SPECIAL  REQUIREMENTS 

The  RFA  describes  the  complete  terms  for  this  cooperative  agreement  including  definitions,  conditions  of  award, 
responsibilities  of  the  awardees,  responsibilities  of  NCI  staff,  collaborative  responsibilities  and  the  arbitration 
process  to  resolve  disputes.  The  RFA  is  available  from  the  Program  Director  listed  under  INQUIRIES. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applications  are  asked  to  submit,  by  October  20,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  key  personnel,  participating 
institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  applications  may  be  submitted.  This  tetter 
of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Roy  $.  Wu  at  the  address  listed  under  INQUIRIES. 
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APPLICATION  PROCEDURES 


Applications  must  be  received  by  December  22,  1993.  If  an  application  is  received  after  that  date,  it  will  be  returned. 
The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  cooperative  agreements.  These 
forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248;  and  from  the  NCI  Program  Director  named  below. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for  responsiveness  to  the 
program  requirements  and  criteria  stated  in  the  RFA  is  an  NCI  program  staff  function.  Applications  that  are  judged 
non- responsive  will  be  returned  to  the  applicant  by  the  NCI. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  July  1,  1994.  In  addition  to  the  scientific  and  technical  merit  of  the  application, 
NCI  will  consider  how  well  the  applicant  institution  meets  the  goals  and  objectives  of  the  program  as  described  in  the 
RFA,  availability  of  resources,  and  study  population. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  inquiries  regarding  scientific  issues  to: 

Edward  L.  Trimble,  M.D.,  M.P.H. 

Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  741 
Bethesda,  MD  20892 
Telephone:  (301)  496-2522 
FAX:  (301)  402-0557 

Direct  inquiries  regarding  programmatic  issues  and  address  the  letter  of  intent  to: 

Roy  S.  Wu,  Ph.D. 

Grants  Program  Director 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (301)  496-8866 
FAX:  (301)  480-4663 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms  Carolyn  Mason 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
6120  Executive  Boulevard 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  ext.  59 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.395,  Cancer  Treatment  Research.  Awards 
are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Tile  IV  Sections  301,  410,  and  411,  Part  A (Public 
Law  78-410,  42  USC  241  as  amended.  Public  Law  99-158,  42  USC  285a)  and  administered  under  PHS  grant  policies  and  Federal 
Regulation  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  agency  review. 
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imUNOBlOLOCY  OF  AIDS  LYMPHOMA 


NIH  GUIDE.  Volume  22,  Number  33,  September  17,  1993 

RFA  AVAILABLE:  CA-93-040 

P.T.  34;  K.U.  0715008,  0715035,  0710070 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  November  15,  1993 
Application  Receipt  Date:  January  7,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN  AN 
INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  intent  of  this  initiative  is  to  stimulate  basic  research  on  biologic  and  immunologic  mechanisms  involved  in  the 
development  of  lymphomas  in  AIDS  patients.  Specifically,  this  initiative  will  encourage  development  and  testing  of 
hypotheses  about  the  mechanisms  of  lymphomagenesis  in  the  unique  immune  environment  induced  by  HIV  infection.  Before 
effective  therapies  can  be  designed,  it  is  necessary  to  understand  the  basic  mechanism  of  lymphomagenesis  in  AIDS. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Immunobiology  of  AIDS  Lymphoma, 
is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the 
Superintendent  of  Docunents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public 
and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and  eligible 
agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  research  project  grant  (ROD.  Applicants 
will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  Except  as  otherwise  stated  in 
this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy 
Statement  DHHS  Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing  renewal  applications  will  compete  with 
all  investigator-initiated  R01  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures  by  the 
Division  of  Research  Grants  (DRG).  However,  if  the  NCI  determines  that  there  is  a sufficient  continuing  program  need, 
a request  for  renewal  applications  will  be  announced.  Only  recipients  of  awards  under  this  RFA  will  be  eligible  to 
apply. 

FUNDS  AVAILABLE 

Approximately  $1,500,000  in  total  costs  per  year  for  four  years  will  be  conmitted  to  fund  applications  that  are  submitted 
in  response  to  this  RFA.  It  is  anticipated  that  at  least  six  to  eight  individual  R01  grant  awards  will  be  made.  This 
level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although 
this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  awards  pursuant  to  this  RFA  are  contingent  upon  the 
availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

This  RFA  is  intended  to  encourage  and  promote  research  into  the  basic  immunologic  mechanisms  that  underlie 
lymphomagenesis  in  AIDS  patients.  Since  there  are  many  factors  that  affect  B-cell  lymphomagenesis  it  is  important  to 
elucidate  the  inter-relationships  between  cellular  and  molecular  mechanisms  in  AIDS-associated  lymphomagenesis.  While 
the  use  of  patient -derived  material  may  be  the  most  direct  approach  to  this  problem,  the  use  of  animal  models  of  AIDS 
lymphoma  or  other  human  immunodeficiencies  may  be  appropriate  and  is  encouraged.  The  proposed  studies  should  include 
cellular  and  molecular  approaches  and  may  include  collaborations  between  basic  and  clinical  scientists.  Applicants  who 
propose  to  use  tissues  or  cells  from  AIDS  patients  must  document  that  they  have  adequate  access  to  these  resources  to 
perform  the  proposed  studies.  Applicants  who  do  not  demonstrate  this  access  will  have  their  applications  returned 
without  review. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder,  or  condition  under  study.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided.  Applications 
without  this  documentation  will  not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  November  15,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel  and 
participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 
Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCI 
staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review.  The  letter  of  intent 
is  to  be  sent  to  Or.  John  F.  Finerty  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  West bard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Those  applications  judged 
to  be  both  responsive  and  competitive  will  be  further  evaluated  according  to  the  review  criteria  stated  in  the  RFA. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged  and  may  be  directed  to  the  program  director  listed 
below.  NCI  program  staff  welcome  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  John  F.  Finerty 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  501 

6130  Executive  Boulevard 

Bethesda,  HD  20892-9904 

Telephone:  (301)  496-7815 

FAX:  (301)  496-8656 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Robert  Hawkins 
Grants  Management  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  ext.  13 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.396.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 
DEVELOPMENT  OF  HIGH  CONNECTIVITY  MONMAMMALIAN  MODELS 

NIH  GUIDE.  Volume  22,  Number  33,  September  17,  1993 
PA  NUMBER:  PA-93-109 

P.T.  34;  K.W.  0755020,  0755043,  0780015,  1004005 
National  Center  for  Research  Resources 
PURPOSE 

The  Biological  Models  and  Materials  Research  Program  (BMMRP)  of  the  National  Center  for  Research  Resources  (NCRR)  is 
reissuing  this  announcement  to  encourage  the  submission  of  applications  for  the  development  of  high  connectivity 
nonmammalian  models  for  biomedical  research. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition 
(FIRST)  (R29)  award.  Applications  from  minority  individuals  and  women  are  encouraged. 
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MECHANISM  OF  SUPPORT 


The  support  mechanism  for  this  program  will  be  the  individual  investigator-initiated  research  grant  (R01)  or  the  FIRST 
Award  (R29),  as  applicable.  Under  these  mechanisms  the  applicant  will  plan,  direct,  and  carry  out  the  research  program. 
The  proposed  project  period  during  which  the  research  will  be  conducted  should  adequately  reflect  the  time  required  to 
accomplish  the  stated  goals  and  be  consistent  with  the  policy  for  grant  support.  Because  the  nature  and  scope  of  the 
research  proposed  in  response  to  this  PA  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also. 

RESEARCH  OBJECTIVES 

The  objective  of  this  announcement  is  to  stimulate  research  on  the  development  of  high  connectivity,  nonmammalian  models 
for  biomedical  research  as  follows: 

o Organismic,  including  all  poiki lotherms,  but  not  homeotherms,  lower  organisms  (such  as  fishes,  invertebrates,  and 
microorganisms). 

o In  vitro  systems,  such  as  established  cell  lines  from  any  species,  or  cell  or  tissue  culture  from  poiki lothermic 
sources. 

o Mathematical  or  computer  models,  in  particular  when  closely  coupled  to  biological  experimentation.  There  are 
opportunities  for  mathematical  modeling  in  many  areas  of  biomedical  research  and  at  all  levels  of  biological 
organization. 

A high  connectivity  model  is  one  in  which: 

o the  body  of  knowledge  about  the  system  is  large,  and  has  resulted  in  extensive  cross  information,  or  connection,  with 
other  systems.  Examples  of  organisms  that  have  many  characterized  properties  include,  but  are  not  limited  to.  Drosophila 
melanogaster,  Caenorhabdi t i s elegans,  Escherichia  coli,  Aplysia  sp.,  Xenopus  sp.,  Arabidopsis  sp.,  and  sea  urchins. 

o a function  or  property  is  broadly  retained  across  many  taxa.  Examples  of  functions  include  cytoskeletal  structure, 
cell  adhesion,  cytochrome  c,  hormones,  hormone  receptors,  and  genetic  regulation. 

o the  research  involves  broad  intertaxonomic  projects. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91 ) and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit,  i.e.,  February  1,  June  1,  and  October  1.  Application  kits 
are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  594-  7248. 

Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

To  identify  the  application  as  in  response  to  this  announcement,  check  "YES"  in  Item  2a  on  the  face  page  of  the 
application  and  enter  the  PA  number  and  the  title,  "HIGH  CONNECTIVITY  NONMAMMALIAN  MODELS."  The  completed  original 
application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  received  by  the  National  Institutes  of  Health  (NIH),  Division  of  Research  Grants  (DRG),  and  referred 
to  an  appropriate  Initial  Review  Group  (IRG)  for  scientific  and  technical  review.  Institute  assignment  decisions  will 
be  governed  by  normal  programmatic  considerations  as  specified  in  the  NIH  Referral  Guidelines.  Some  applications  may 
receive  secondary  assignments.  Following  the  initial  scientific  review,  the  applications  will  be  evaluated  by  the 
National  Advisory  Research  Resources  Council  or  another  appropriate  Institute/Center  (IC)  counci l /board. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  that  IC.  The  following 
will  be  considered  when  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Louise  E.  Ramm,  Ph.D.  or  Elaine  Young,  Ph.D. 

Biological  Models  and  Materials  Research  Program 
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National  Center  for  Research  Resources 
Uestwood  Building,  Room  854 
5333  Westbard  Avenue 
Bethesda,  MD  20892 
Telephone:  (301)  594-7906 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Mary  V.  Niemiec 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 
Telephone:  (301 ) 594-7955 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.198.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  III,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241) 
and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

HEALTH  CARE  SERVICES  FOR  PERSONS  WITH  HIV  INFECTION 

NIH  GUIDE.  Volume  22,  Number  33,  September  17,  1993 

PA  NUMBER:  PA-93-110 

P.T.  34;  K.W.  0715008,  0730050 

Agency  for  Health  Care  Policy  and  Research 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Insti tute  on  Drug  Abuse 
National  Insti tute  of  Mental  Health 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR),  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA),  the 
National  Insti tute  on  Drug  Abuse  (NIDA),  and  the  National  Institute  of  Mental  Health  (NIMH)  support  and  conduct 
extramural  research  and  evaluations  of  health  care  services  and  health  care  systems.  This  program  announcement  (PA) 
focuses  on  research  related  to  care  for  persons  with  Acquired  Immune  Deficiency  Syndrome  (AIDS)  and  other  Human 
Immunodeficiency  Virus  (HlV)-related  diseases. 

The  continued  growth  of  the  HIV  epidemic  has  created  an  urgent  need  to  better  understand  the  public  policy  implications 
of  providing  care  for  persons  with  HIV  infection.  Critical  issues  include:  the  epidemic's  expansion  into  new 
populations,  the  avai labi l i ty  of  new  treatment  modalities,  the  recognition  of  HIV-related  i l l ness  as  a chronic  disease, 
the  interaction  of  HIV  infection  with  substance  abuse  and  with  the  resurgence  of  tuberculosis,  the  passage  and 
implementation  of  the  Ryan  White  Comprehensive  AIDS  Resources  Emergency  (CARE)  Act,  and  health  care  reform.  This  PA 
emphasi zes  a need  for  short-term  research  to  better  inform  decision-makers  developing  public  pol icy  concerning  the 
delivery  of  health  care  services  to  people  with  HIV-related  diseases. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priori ty  areas.  This  program  announcement.  Health  Care 
Services  for  Persons  with  HIV  Infection,  is  related  to  the  services  and  protection  objectives  of  several  priority  areas 
including  HIV  infection,  sexually  transmi tted  diseases,  and  immunization  and  infectious  diseases.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Ful l Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  organizations,  public  and  private,  including  universities,  clinics, 
units  of  State  and  local  governments,  and  foundations.  The  AHCPR  by  law  can  support  only  non-profit  organizations;  the 
NIAAA,  NIDA,  and  NIMH  can  support  for-profit  as  well.  Applications  from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  research  project  grants  (R01 ) mechanism.  Responsibility  for  the  planning, 
di rection,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Projects  should  be  accomplished 
in  one  to  three  years. 

RESEARCH  OBJECTIVES 

Background.  The  AIDS  epidemic  has  spread  to  previously  unaffected  populations  and  has  placed  an  increased  burden  on 
individuals  with  HIV  infection  and  thei r fami lies,  providers  of  health  care,  communities,  and  governments.  Although 
HIV  infection  is  spreading  to  new  populations,  the  di ff iculties  in  obtaining  health  care  and  supportive  services  faced 
by  people  with  HIV  infection  continue  to  focus  attention  on  gaps  and  inequities  in  the  health  care  system. 

New  treatments  have  caused  HIV-related  i 1 1 nesses  to  shi ft  from  acute,  fatal  ai Iments  to  chronic  i l Inesses  with  which 
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individuals  may  live  asymptomatically  for  long  periods.  However,  the  response  of  the  health  care  delivery  system  remains 
oriented  to  acute  care,  rather  than  preventive  and  primary  care;  and  continues  to  be  based  on  hospital  and  medical 
services  that  often  do  not  complement  community  outreach,  social  support  services,  and  long-term  care.  The  divergence 
between  the  acute-care  based  health  care  system  and  the  chronic  care  paradigm  of  HIV  infection  is  generating  new  health 
care  policy  questions. 

The  frequent  association  of  HIV  infection  with  homelessness,  mental  illness,  poverty,  and  substance  abuse  requires  that 
the  study  of  the  HIV  epidemic  occur  in  conjunction  with  analyses  of  socioeconomic  and  other  conditions.  The  resurgence 
of  tuberculosis  (TB),  often  in  persons  with  HIV  infection,  creates  new  challenges  for  those  seeking  to  improve  care  of 
the  dually  infected  population.  Public  policy  concerning  HIV  infection  also  must  address  the  distinct  needs  of  special 
populations  such  as  minorities;  women;  adolescents;  children,  including  abandoned  and  orphaned  children;  residents  of 
rural  communities;  and  prisoners. 

Research  Issues.  Research  is  needed  to  build  the  scientific  foundation  necessary  for  development  of  informed  HIV-related 
health  care  policy  recommendations.  Some  research  questions  require  long-term  study;  however,  the  intent  of  this  PA 
is  to  encourage  research  designs  and  methods  that  produce  results  quickly.  The  AHCPR,  NIAAA,  NIDA,  and  NIMH  have 
identified  five  service  research  areas  as  priorities:  (1)  cost  and  financing  of  HIV/AIDS  treatments  and  services;  (2) 
organization  and  delivery  of  services;  (3)  characteristics  and  interactions  of  providers  and  patients;  (4)  co-morbidity; 
and  (5)  special  populations.  The  questions  raised  within  these  research  areas  often  are  interdependent  and  may  be 
applicable  to  topics  in  other  areas.  Applicants  need  not  limit  themselves  to  these  questions. 

1.  Cost  and  Financing  of  HIV/AIDS  Treatments  and  Services 

To  focus  the  debate  on  future  financing  and  organization  of  HIV-related  care,  information  is  needed  about  costs  of  care, 
the  variation  of  costs  within  different  health  care  settings,  the  relation  of  costs  to  health  needs  and  outcomes,  and 
the  relative  roles  of  private  and  public  sectors  in  financing  care.  Efforts  are  required  to  discern  how  changes  in 
health  care  systems,  such  as  those  being  implemented  in  several  States,  will  address  the  needs  of  persons  with  HIV 
infection,  and  affect  reimbursement,  financing,  and  expenditures  for  HIV-related  care.  Examples  of  research  questions 
are: 

o What  are  the  current  and  projected  unmet  needs  and  service  demands,  utilization  patterns,  and  costs  of  providing 
health  and  mental  health  care,  substance  abuse  treatment,  and  support  services  for  individuals  with  HIV  disease  and  their 
families  over  the  duration  of  the  illness? 

o How  do  different  levels  and  mechanisms  of  State  and  Federal  financing  such  as  enhanced  Medicaid  reimbursement  for 
AIDS  care,  funding  of  HIV  treatment  centers,  use  of  Medicaid  waivers,  and  Medicaid  payment  of  private  insurance  premiums 
affect  availability,  accessibility,  and  outcomes  of  HIV-related  care? 

o What  are  the  relationships  among  community-based  services,  including  home  health  care  and  other  forms  of  supportive 
and  long-term  care,  and  the  utilization  and  costs  of  ambulatory,  inpatient,  emergency  room,  and  nursing  home  services? 

2.  Organization  and  Delivery  of  Services 

Research  is  required  to  ascertain  how  HIV  service  delivery  systems  function  in  different  communities  to  enhance  the 
effectiveness,  reduce  the  cost  of  the  services  delivered,  maximize  the  individual's  dignity  and  autonomy,  and  integrate 
HIV-related  care  into  the  mainstream  of  health  care  services.  While  case  management  has  been  a key  organizational 
component  in  the  response  of  many  communities  to  the  challenge  of  caring  for  individuals  with  HIV-related  diseases,  many 
research  issues  remain.  Establishing  effective  health  care  delivery  systems  requires  an  understanding  of  the 
availability  of  different  service  providers  and  the  extent  to  which  they  coordinate  their  services.  Examples  of 
questions  of  interest  include: 

o What  is  the  effect  of  HIV  case  management  on  clinical  outcomes,  patient  and  caregiver  satisfaction,  access  to  and 
utilization  of  services,  costs  of  care,  and  qua l i ty  of  life? 

o What  is  the  effect  of  different  delivery  settings  such  as  public  vs.  private,  inpatient  vs.  outpatient,  home  care 
vs.  various  housing  and  intermediate  care  options,  and  substance  abuse  treatment  setting  options  on  cost,  utilization, 
treatment  effectiveness,  patient  and  provider  satisfaction,  perceived  quality  of  care,  and  quality  of  life? 

o How  do  multi -professional,  one-stop  shopping  approaches,  and  other  organizational  models  affect  the  delivery  of 
HIV-related  clinical  services,  mental  health  care,  substance  abuse  treatment,  early  intervention,  and  support  services 
to  HIV- infected  persons? 

3.  Characteristics  and  Interactions  of  Providers  and  Patients 

To  address  the  many  different  needs  of  persons  with  HIV  infection,  a complex  array  of  formal  and  informal  care  providers 
has  evolved.  With  HIV  infection  increasingly  recognized  as  a chronic  disease,  questions  are  raised  about  the  linkage 
between  the  provision  of  acute  and  long-term  care  services.  Analyses  of  the  elements  defining  appropriate  and  effective 
care  and  a better  understanding  of  the  actions  of  the  care  provider  and  the  consequences  of  those  actions  for  the  patient 
are  essential  to  the  further  improvement  of  HIV  care  delivery  systems.  Some  questions  are: 

o What  are  the  attitudes  and  actual  behaviors  of  providers  regarding  the  provision  of  services  to  patients  with  HIV? 

o What  characteristics  of  providers  and  their  provision  of  services  are  associated  with  patient  satisfaction  and 
effective  use  of  and  adherence  to  prescribed  regimens? 

o How  effective  are  various  early  interventions  in  preventing  acute  phases  of  HIV-related  disease,  enhancing  health 
outcomes  and  quality  of  life,  and  reducing  health  care  costs? 

4.  Issues  Related  to  Co-morbidity 

Increasingly,  persons  with  HIV  infection  have  several  conditions  of  co-morbidity,  such  as  TB,  mental  illness,  alcoholism, 
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and  drug  abuse  that  affect  individual  health  outcomes  and  disease  transmission  and  call  attention  to  the  need  for 
coordination  of  care  delivery.  Research  is  needed  to  clarify  the  relationship  between  these  conditions  and  HIV-related 
illness,  morbidi ty,  health  care  util ization,  organizational  characteristics  of  delivery  systems,  and  costs  and  financing 
of  care.  Some  questions  are: 

o What  services  are  avai lable  to  address  health  care  and  related  needs  for  the  drug-using  population  with  HIV  infection? 
How  can  health  services  be  integrated  with  substance  abuse  treatment,  HIV  testing,  and  mental  health  and  social  support 
services? 

o What  is  the  economic  effect  of  TB  and  multi -drug  resistant  (MDR)  TB  on  the  cost  of  HIV-related  care?  What  is  the 
cost  effectiveness  of  various  TB  treatment  strategies  for  persons  with  HIV  infection. 

o To  what  extent  do  treatment  practices  of  health  care  providers  lead  to  poor  adherence  and  development  of  MDR-TB  in 
HIV  infected  patients? 

5.  Special  Populations 

The  AHCPR,  NIAAA,  NIDA,  and  NIMH  are  interested  in  studies  of  the  preceding  four  research  areas  that  target  the  unique 
concerns  of  drug  abusers  in  and  out  of  treatment,  sex  partners  and  families  of  drug  abusers,  minorities,  native 
Americans,  homosexual  populations,  women,  adolescents,  chi  Idren  including  abandoned  and  orphaned  chi  Idren,  the  indigent, 
the  homeless,  prisoners,  and  residents  of  rural  communities.  Examples  of  research  needs  are: 

o How  can  rural  health  care  systems  establish  coordinated,  comprehensive,  and  qua l i ty  patient  care  programs  for  patients 
with  HIV-related  illness? 

o What  are  the  additional  services,  such  as  day  care  for  chi Idren,  psychosoc i a l services,  or  drug  treatment,  required 
to  enhance  access  to  HIV-related  treatment  for  women  and  thei r fami lies?  What  are  the  soc i a l and  financial  burdens  of 
families  caring  for  more  than  one  HIV  infected  family  member? 

o How  does  utilization  of  HIV-related  care  vary  among  women,  children,  adolescents,  and  others?  What  is  the  role  of 
socioeconomic  and  cultural  factors  in  the  transmission  of  HIV,  the  disease  process,  and  early  and  continuous  access  to 
care  among  these  populations? 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  and  the  National  Institutes  of  Health  (NIH)  require  all  applicants  for  research  grants  to  include  minorities 
and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease, 
disorder,  or  condition  under  study.  Special  emphasis  must  be  placed  on  including  minorities  and  women  in  studies  of 
diseases,  disorders,  and  conditions  which  disproportionately  affect  them.  This  pol icy  applies  to  males  and  females  of 
all  ages.  I f women  or  minorities  are  excluded  or  inadequately  represented  in  research,  a clear  and  compelling  rationale 
should  be  provided.  The  AHCPR  and  NIH  will  not  award  grants  for  applications  which  do  not  comply.  If  the  application 
does  not  contain  the  requi red  information,  it  will  be  returned  without  review. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  des i gn  and  sample  size  appropriate 
for  the  sc i ent i f i c objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1 to 
4 of  the  Research  Plan  and  summarized  in  Section  5,  Human  Subjects.  Appl i cants  are  urged  to  assess  careful ly  the 
feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  the  AHCPR  and  NIH  recognize 
that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United 
States  racial/ethnic  minority  populations  (i.e.,  American  Indians/Alaskan  Natives,  Asian/Pacific  Islanders,  African 
Americans,  Hispanics).  Where  appropriate,  the  applicant  must  provide  the  rationale  for  studies  on  single  minority 
population  groups. 

For  foreign  awards,  the  pol icy  on  inclusion  of  women  applies  ful ly.  Since  the  definition  of  minority  di f fers  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

Peer  reviewers  will  address  specifically  whether  the  applicant's  research  plan  conforms  to  these  policies.  If  the 
representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  quest ions(s)  addressed 
and  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  09/91 ),  and  will  be  accepted  at  the  standard 
AIDS  appl i cat  ion  dead l ines  as  indicated  in  the  application  kit.  (State  and  local  governments  may  use  form  PHS  5161  and 
follow  those  requi  rements  for  copy  submission. ) Application  kits  are  avai  lable  at  most  institutional  offices  of  sponsored 
research;  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood 
Bui Iding,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248;  and  from  the  Scientific  Review  Branch,  Agency  for  Health 
Care  Pol  icy  and  Research,  2101  East  Jefferson  Street,  Sui te  602,  Rockvi l le,  MD  20852,  telephone  301 -594-1449.  The  title 
and  number  of  the  PA  must  be  typed  in  Section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  of  form  PHS  398  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Bui Iding,  Room  240 
Bethesda,  MD  20892** 
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The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  announcement  that  is 
essentially  the  same  as  one  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application.  The  DRG 
will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude  the 
submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications  must  include  an  introduction 
addressing  the  previous  critique.  Applications  for  R01  grants  must  be  received  by  the  Division  of  Research  Grants,  NIH. 
The  first  application  receipt  date  for  this  PA  is  January  2,  1994.  Thereafter,  the  deadline  dates  for  HIV  applications 
are  May  1,  September  1,  and  January  2 of  each  year.  Applicants  are  encouraged  to  apply  by  the  earliest  possible 
submission  date. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  referral  office,  DRG.  Incomplete  applications  will 
be  returned  to  the  applicant  without  further  consideration.  Review  criteria  for  AHCPR,  NIAAA,  NIDA,  and  NIMH  grant 
applications  are  significance  and  originality  from  a scientific  and  technical  viewpoint;  adequacy  of  the  method  to  carry 
out  the  project;  availability  of  data  or  the  proposed  plan  to  collect  data  required  for  the  project;  qualifications  and 
experience  of  the  Principal  Investigator  and  proposed  staff;  adequacy  of  the  plan  for  organizing  and  carrying  out  the 
project;  reasonableness  of  the  proposed  budget;  and  adequacy  of  the  facilities  and  resources  available  to  the  applicant. 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review  group  (IRG)  composed  primarily 
of  non-Federal  scientific  experts.  Final  review  is  by  the  appropriate  National  Advisory  Council;  review  by  Council  may 
be  based  on  policy  considerations  as  well  as  scientific  merit.  For  NIH,  by  law,  only  applications  recommended  by  the 
Council  for  consideration  for  funding  may  be  supported.  Summaries  of  IRG  recommendations  are  sent  to  applicants  as  soon 
as  possible  following  IRG  review. 

AUARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered  in  making 
funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer  review,  availability  of  funds,  and  program 
balance.  The  earliest  possible  dates  of  award  for  applications  are  six  months  from  the  date  of  submission. 

INQUIRIES 

Those  considering  an  application  in  response  to  this  PA  are  strongly  encouraged  to  discuss  their  project  with  AHCPR, 
NIAAA,  NIDA,  and/or  NIMH  program  staff  before  formal  submission.  Staff  members  of  these  respective  agencies  welcome 
the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants.  Copies  of  a Grant  Announcement  based  upon 
this  PA  will  be  available  in  the  Fall  from  the  AHCPR  Publications  Clearinghouse,  P.0.  Box  8547,  Silver  Spring,  MD  20907, 
(1-800-358-9295);  or  NIAAA,  NIDA,  and  NIMH  program  staff  listed  below.  Applicants  may  direct  inquiries  regarding 
programmatic  issues  to: 

Melford  J.  Henderson,  M.P.H,  M.A. 

Center  for  General  Health  Services  Extramural  Research 

Agency  for  Health  Care  Policy  and  Research 

2101  East  Jefferson  Street,  Suite  502 

Rockville,  MD  20852-4908 

Telephone:  (301)  594-1354,  ext.  122 

Kendall  Bryant,  Ph.D. 

Division  of  Clinical  and  Prevention  Research 
National  Institute  of  Alcohol  Abuse  and  Alcoholism 
5600  Fishers  Lane,  Room  13C-06 
Rockville,  MD  20857 
Telephone:  (301)  443-1677 

Harry  W.  Haverkos,  M.D . 

National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10A-38 
Rockville,  MD  20857 
Telephone:  (301)  443-6697 

Leonard  Mitnick,  Ph.D. 

Office  on  AIDS 

National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  15-99 
Rockville,  MD  20857 
Telephone:  (301)  443-7281 

Direct  inquiries  regarding  fiscal  matters  to: 

Ralph  Sloat 

Grants  Management  Branch 

Agency  for  Health  Care  Policy  and  Research 

2101  East  Jefferson  Street,  Suite  601 

Rockville,  MD  20852-4908 

Telephone:  (301)  594-1447 

Joseph  Weeda 

Grants  Management  Branch 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
5600  Fishers  Lane,  Room  16-86 
Rockville,  MD  20857 
Telephone:  (301)  443-4703 
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Jack  Manischewitz 
Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

Diana  T runnel l 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-15 

Rockville,  MD  20857 

Telephone:  (301 ) 443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.226,  93.242,  93.273,  and  93.279.  Awards 
are  made  under  authorization  of  Section  301  and  Titles  IV  and  IX  of  the  Public  Health  Service  Act.  Awards  are 
administered  under  the  PHS  Grants  Policy  Statement;  and  Federal  Regulations  42  CFR  67  Subpart  A,  42  CFR  52,  45  CFR  Part 
74  (45  CFR  Part  92  for  State  and  local  governments),  45  CFR  Part  46,  and  42  CFR  Part  2.  This  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372. 

PARTNER  NOTIFICATION  TO  HIV- INFECTED  DRUG  USERS 

NIH  GUIDE.  Volume  22,  Nunber  33,  September  17,  1993 

PA  NUMBER:  PA-93- 111 

P.T.  34;  K.U.  0715008,  0404009,  0715182 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  encourage  research  on  comprehensive  partner  notification  programs  targeted 
to  HIV-positive  drug  users  and  their  sexual  and/or  needle-sharing  partners.  Support  will  be  provided  for  the  development 
of  new  community- based  methodologies/strategies  for  client  and  third-party  notification,  the  select  ion/adapt  ion  of 
existing  notification  models,  and  the  subsequent  implementation,  testing,  and  evaluation  of  effectiveness  of  the 
methodologies  in  terms  of  identification  of  partners,  reduction  in  risk  behavior,  and  prevention  of  spread  of  HIV. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  program  announcement.  Partner 
Notification  to  HIV-Infected  Individuals,  is  related  to  the  priority  area  of  alcohol  and  other  drugs.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  of  Summary  Report:  Stock 
No.  017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl i cat  ions  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit,  public  and  private  organizations  such 
as  universities,  colleges,  hospitals,  laboratories,  uni ts  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government . Women  and  minority  investigators  are  encouraged  to  apply.  Appl i cants  are  especial ly  encouraged 
from  State  and  municipal  governments  with  outreach  uni ts  and/or  State  and  municipal  governments  col laborating  with 
uni  vers i ty- based  research  units. 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01). 
Responsibility  for  the  planning,  di recti  on,  and  execut i on  of  the  proposed  project  will  be  solely  that  of  the  appl icant. 
Support  will  be  provided  for  a period  of  up  to  five  years  (renewable  for  subsequent  periods)  subject  to  cont i nued 
avai labi l i ty  of  funds  and  progress  achieved.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this 
program  announcement  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also. 

RESEARCH  OBJECTIVES 

Summary 

Following  initial  exploratory  investigations  on  i ssues  related  to  the  process  of  HIV-seropositivity  disclosure  and  its 
consequences,  careful  ly  controlled  studies  are  sought  to  implement  and  determine:  (1 ) which  strategies  are  most  effective 
in  reaching  seropositive  drug  users  and  motivating  them  to  disclose  their  serostatus  to  their  sexual /needle- sharing 
partners;  (2)  the  effects  of  combining  partner  notification  with  current  HIV  outreach/prevent i on  activities;  and  (3) 
evaluation  of  new  and  existing  methodologies  for  patient  and  thi rd- party  partner  notification  models  for  drug  users. 

Sub- objectives  include:  (a)  evaluation  of  different  notification  strategies  on  voluntary  HIV  testing  for  at-risk 
needle- sharing  injection  drug  users  and/or  sexual  partners;  (b)  identifying  subgroup  characteristics  as  a function  of 
which  partner  notification  model  is  selected;  (c)  assessing  the  degree  to  which  index  individuals  are  compliant  with 
the  selected  model;  (d)  analyzing  the  changes  in  behavioral  risk  reported  among  individuals  with  different  risk  behaviors 
(e.g. , type  of  partner- -needle- sharing  versus  high-risk  sexual  contacts)  as  a function  of  selected  model  and  subsequent 
compl iance;  (e)  extent  to  which  identified  sexual /needle- sharing  partners  seek  HIV  counsel ing  and  testing;  (f ) analyzing 
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the  changes  in  behavioral  risk  reported  by  informed  partners  with  different  risk  behaviors  (needle-sharing  versus 
high-risk  sexual  contacts);  (g)  evaluating  the  extent  and  duration  of  psychological  and  social  impact  of  HIV  seropositive 
partner  notification  on  both  index  and  partners'  drug-using,  needle-sharing  and  sexual  relationships;  and  (h)  determining 
risk  factors  and  rates  of  HIV  transmission  in  serologically  discordant  injection  partners  receiving  risk  reduction. 

Applicants  may  focus  on  and  recruit  drug  users  from  a variety  of  settings  including  individuals  who  are  currently 
involved  in  traditional  drug  treatment  programs  or  drug  users  who  cannot  or  do  not  wish  to  currently  access  drug 
treatment  and  are  identified  through  community-based  outreach  efforts.  There  exists  a paucity  of  data  regarding  issues 
related  to  disclosure  and  its  consequences.  As  a result,  it  may  be  necessary  to  obtain  data  from  exploratory  studies 
to  address  issues  surrounding  the  process  of  HIV-seropositivity  disclosure  using  qualitative  strategies  and 
methodological  approaches  to  better  understand  this  process  prior  to  program  development,  implementation,  and  evaluation. 
It  is  also  important  to  explore  and  understand  the  consequences  of  disclosure  and  determine  the  differential  impact  on 
risk  behaviors  for  men  and  women  and  across  various  racial/ethnic  groups. 

Background 

The  National  Institute  on  Drug  Abuse  (NIDA)  recognizes  the  importance  of  understanding  the  extent  to  which  HIV  prevention 
efforts  exist  or  can  exist  for  drug  users  at  risk  for  HIV  infection.  It  is  particularly  important  to  demonstrate  the 
extent  to  which  drug  users  will  voluntarily  obtain  HIV  testing  and  counseling,  as  well  as  to  ascertain  their  willingness 
and  ability  to  inform  drug  users  with  whom  they  have  shared  needles  or  sexual  partners  of  their  HIV  antibody 
seropositivity.  It  is  also  important  to:  (1)  understand  the  barriers,  processes,  and  consequences  of  such  disclosure; 
(2)  determine  the  differential  impact  of  disclosure  for  men  and  women  and  across  various  racial/ethnic  groups;  and  (3) 
ultimately,  to  determine  the  impact  of  disclosure  on  the  spread  of  HIV  infection  to  others. 

Between  June  1981  and  June  30,  1993,  more  than  300,000  AIDS  cases  in  the  U.S.  were  reported  to  the  Centers  for  Disease 
Control  and  Prevention  (CDC).  Approximately  30  percent  of  the  AIDS  cases  are  among  injecting  drug  users.  Heterosexual 
IDUs  account  for  23  percent  of  AIDS  cases,  whereas  homosexual  and  bisexual  IDUs  account  for  an  additional  six  percent. 
Nineteen  percent  of  all  male  cases  were  heterosexuals  who  reported  using  needles  for  self- injecting  of  drugs  not 
prescribed  by  a physician  at  least  once  prior  to  developing  AIDS.  Half  of  all  females  with  AIDS  also  reported  a 
self-injection  drug-use  history.  Although  AIDS  diagnoses  among  homosexual  and  bisexual  men  and  among  injecting  drug 
users  are  projected  to  reach  a plateau  during  this  decade,  the  number  of  AIDS  diagnoses  among  persons  whose  HIV  infection 
is  attributed  to  heterosexual  transmission  of  HIV  is  likely  to  continue  to  increase  through  1994. 

Outcome  data  from  studies  investigating  seroprevalence  among  persons  identified  as  sex  or  needle-sharing  partners  of 
HIV-infected  individuals  show  HIV  positive  rates  ranging  from  11  percent  to  39  percent  (Vernon  et  al.,  1988).  In 
analyzing  data  from  the  first  cohort  of  study  sites  involved  in  NIDA's  Cooperative  Agreement  for  AIDS  Communi ty- Based 
Outreach/Intervention  Research  Program,  almost  29  percent  of  HIV  positive  drug  users  reported  giving  their  used  needles 
(works)  to  other  IVDUs  while  46  percent  of  HIV-negative  IVDUs  are  injecting  with  used  needles.  It  is  unknown  whether 
or  not  any  disclosure  of  HIV  seropositivity  is  occurring  among  the  needle-sharing  individuals.  Since  it  is  apparent 
that  these  individuals  are  engaging  in  high-risk  behavior,  it  is  important  to  study  barriers  to  disclosure.  It  is 
estimated  that  there  are  a significant  number  of  drug  users  who  have  not  been  reached  through  standard  AIDS  education 
program  efforts  or  the  drug  treatment  system  to  receive  risk- reduct  ion  counseling  and  education,  particularly  those  who 
are  the  male  or  female  sexual  partners  of  drug  users,  who  may  have  been  exposed  to  HIV  infection,  but  who  may  be  unaware 
of  their  risk.  Additionally,  partner  notification  activities  directed  toward  women  may  help  in  preventing  the  perinatal 
transmission  of  HIV.  Out-of-treatment  drug  users  recruited  in  NIDA's  ongoing  community-based  efforts  often  have  no 
previous  drug  treatment  experience  (40  percent)  and  many  report  no  prior  history  of  having  been  tested  for  HIV  (35 
percent).  These  data  emphasize  the  need  to  study  diverse  populations  of  individuals,  particularly  the  hard-to-reach 
out-of -treatment  injection  drug-using  populations. 

Since  the  implementation  of  partner  notification  in  1936  as  part  of  a national  syphilis  prevention  program  in  the  United 
States,  sexually  transmitted  disease  (STD)  control  centers  have  identified  and  informed  a number  of  otherwise 
unsuspecting  individuals  of  their  potential  exposure  to  an  STD,  thus,  allowing  them  to  receive  rapid  and  effective 
intervention.  Traditionally,  two  complementary  processes  have  been  used  to  notify  the  partners:  (1)  patient  referral 
where  the  infected  partner  assumes  the  responsibility  to  inform  their  own  sexual  partners  and  refer  them  for  counseling 
and  testing;  (2)  contract  patient  referral  which  differs  from  patient  referral  in  that  while  index  clients  are  encouraged 
to  inform  their  own  sex  and  needle-sharing  partners,  locator  information  will  be  collected  on  partners  that  are 
voluntarily  identified  by  the  index  client  and  if  the  index  client  is  unable  to  notify  the  partner(s)  in  three  working 
days,  a disease  intervention  specialist  (DIS)  outreach  worker  will  initiate  the  provider  referral.  Whereas  some 
combination  of  these  strategies  continues  to  be  the  mainstay  of  STD  control  programs,  there  have  been  no  community-based 
evaluations  for  effectiveness  in  preventing  disease  transmission  or  lowering  rates  of  disease  in  injection  drug  users 
at  STD  programs. 

Most  recently,  partner  notification  has  been  applied  for  the  prevention  of  HIV  infection.  In  the  AIDS  Surveillance  and 
Prevention  Cooperative  Agreements  supported  by  the  CDC,  States  are  required  to  design  and  implement  procedures  for  the 
confidential  notification  of  sex  and  needle-sharing  partners  of  AIDS  patients  and  HIV-positive  individuals.  Whereas 
this  is  currently  being  implemented  in  all  publicly  funded  clinics,  little  data  exist  on  the  role  of  partner  notification 
in  preventing  HIV  transmission.  Wykoff  et  al.  (1988,  1989)  documented  the  outcome  of  provider  referrals  in  a rural  area 
in  South  Carolina  with  low  HIV  seroprevalence.  Of  316  sex  and  needle-sharing  partners  of  HIV-positive  individuals  who 
were  named  in  a single  health  district  over  a two-year  period,  66  percent  were  contacted  and  agreed  to  be  tested.  Of 
these,  18  percent  were  found  to  be  infected  with  HIV.  Subsequent  follow-up  indicated  that  risk  behaviors  significantly 
decreased  for  both  infected  and  uninfected  partners  following  notification  and  counseling.  The  Centers  for  Disease 
Control  and  Prevention  (Division  of  STD/HIV  Prevention)  conducted  an  evaluation  of  partner  notification  activities  based 
in  STD  clinics  for  HIV  and  syphilis  prevention.  This  multi-site  evaluation  focused  on  the  randomized  assignment  of  index 
patients  to  existing  partner  notification  strategies  to  assess  the  ability  of  the  strategies  to  identify  individuals 
at  risk  for  infection  by  measuring  which  methods  of  partner  notification  result  in  the  largest  number  of  partners 
presenting  for  testing.  A behavioral  follow-up  portion  of  the  evaluation  has  not  been  implemented  at  this  time.  In 
addition,  a limited  amount  of  information  was  gathered  on  the  needle-sharing  partners  of  those  HIV-positive  injecting 
drug  users.  It  should,  therefore,  be  emphasized  that  significant  gaps  in  research  remain.  For  example,  would  the  same 
results  be  achieved  via  other  contacts?  Is  education  without  notification  equally  effective?  While  there  remains  a 
strong  need  for  disclosure  regarding  infection  status,  there  are  substantial  barriers  and  problems  regarding  disclosure, 
particularly  for  individuals  with  few  resources. 
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Since  knowledge  of  serostatus  appears  to  have  a positive  moderating  effect  on  risk  behavior,  there  is  a clear  and 
critical  need  to  identify  the  presence  of  HIV  at  the  earliest  opportunity  through  a confidential  HIV  testing  and 
counseling  program.  In  addition  to  HIV  counseling  and  testing  of  a drug  user  at  time  of  entry  into  treatment  or  at 
community  clinics,  one  aspect  of  comprehensive  client  services  can  involve  partner  notification  efforts  to  provide 
counseling  and  testing  services  to  this  otherwise  potentially  hidden  at-risk  population.  If  the  sex  and/or 
needle-sharing  partners  are  found  to  be  infected,  they,  too,  can  receive  early  intervention  for  HIV  disease,  and 
transmission  of  disease  could  be  interrupted.  Additionally,  studying  networks  of  users  and  following  the  chain  in  the 
referral  process  from  HIV  infected  individuals  to  other  individuals  in  their  drug-using  networks  can  provide  critical 
information  about  the  future  prospects  of  the  epidemic. 

As  noted  in  this  section,  NIOA  and  CDC  have  collaborated,  and  will  continue  to  collaborate,  in  the  development  and 
implementation  of  this  program  announcement. 

Program  Description 

Applicants  are  advised  to  review  existing  information  relevant  to  partner  notification  and  to  commit  to  providing 
additional  basic  knowledge  to  a field  that  is  currently  lacking  in  such.  Following  analysis  of  information  obtained 
via  informal  disclosure  and/or  observation  studies,  applicants  will  develop  methodologies  and  design  controlled  studies 
to  determine  the  impact  of  new/existing  methodologies  (patient  and  third-party  partner  notification)  for  HIV-positive 
partner  notification  on  prevent  ion/treatment  efforts  and  the  degree  of  effectiveness  in  altering  at-risk  behaviors  in 
the  HIV-positive  person  and  those  that  he  or  she  informs.  Issues  of  general  concern  include  understanding  who  selects 
which  model,  the  level  of  compliance,  where  applicable,  with  the  model  and  the  subsequent  behavioral  and  psychological 
impact  as  a function  of  adoption  and  compliance  for  all  individuals.  It  is  also  of  primary  interest  to  evaluate  how 
barriers  to  informal  disclosure  differ  from  those  encountered  in  formal  programs  as  well  as  to  understand  whether  or 
not  the  barriers  are  different  for  men  and  women  and  what  effects  this  may  have.  Additionally,  this  project  should 
document  issues  and  impediments  affecting  public  health,  medical  and  social  support,  community  services,  and  strategies 
that  can  be  used  to  overcome  these  difficulties. 

The  importance  of  a sound  research  plan  and  qualified  research  staff  cannot  be  over-emphasized.  It  is  recommended  that 
investigators  use  the  most  rigorous  methodology  (qualitative  and  quantitative)  consistent  with  the  purposes  of  the 
research.  Where  controlled  trials  are  not  feasible,  other  types  of  controls  may  be  used,  including  case  control, 
equivalent  comparison  groups,  or  other  designs.  While  many  treatment  and/or  community  agencies  do  not  have  a research 
department,  applicants  may  wish  to  enter  into  collaboration  with  well-qualified  researchers.  Applicants  are  strongly 
urged  to  address  issues  of  project  feasibility  and  collaborative  arrangements,  study  design,  sampling  procedures, 
implementation  of  client  assignment  to  the  interventions,  instrumentation  and  measurement,  data  collection,  quality 
control,  tracking  of  clients,  follow-up,  and  data  analyses,  as  appropriate.  It  is  essential  that  the  applicant  discuss 
the  potential  barriers  to  implementing  this  type  of  study  and  discuss  strategies  to  deal  with  these  issues.  Particularly 
critical  to  discuss  are  issues  related  to  collaboration,  confidentiality,  number  of  subjects,  anticipated  staff  and 
further  types  of  substudies.  It  is  critical  that  power  analyses  to  support  cell  size  and  overall  number  of  study 
participants  be  included  to  insure  adequate  numbers  to  test  different  hypotheses.  It  is  also  expected  that  applicants 
will  demonstrate  a clear  understanding  of  the  social,  legal,  political,  and  ethical  arguments  and  ramifications  involved 
with  research  related  to  partner  notification  and  strategies  to  effectively  increase  disclosure  of  HIV  status. 

Investigators  are  required  to  offer  HIV  testing  and  counseling  in  accordance  with  current  guidelines  to  subjects 
identified  as  being  at  risk  for  HIV  acquisition  or  transmission.  In  high-risk  populations,  investigators  are  encouraged 
to  assess  the  effects  of  new  interventions  on  the  acquisition  and  transmission  of  infectious  diseases,  including  HIV. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  8lacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
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countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  PHS  398  form  (rev.  9/91)  and  will  be  accepted  at  the  standard 
AIDS-related  application  deadlines  as  indicated  in  the  application  kit. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grant  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  240,  Bethesda, 
MD  20892,  telephone  301-594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Item  2a  on  the  face  page 
of  the  application. 

The  completed  original  and  five  permanent,  legible  copies  of  the  PHS  398  form  must  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  DHHS 
grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  initial  review  group  (IRG)  in 
accordance  with  established  PHS  referral  guidelines.  The  IRGs,  consisting  primarily  of  non- Federal  scientific  and 
technical  experts,  will  review  the  applications  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH 
peer  review  procedures.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial 
review.  Applications  will  receive  a second-level  review  by  an  appropriate  Advisory  Council,  whose  review  may  be  based 
on  policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  further  consideration  by  the 
Council  may  be  considered  for  funding. 

AWARD  CRITERIA 

Applications  recommended  for  further  consideration  by  an  appropriate  Advisory  Council  will  be  considered  for  funding 
on  the  basis  of  overall  scientific,  clinical  and  technical  merit  of  the  application  as  determined  by  peer  review, 
appropriateness  of  budget  estimates,  program  needs  and  balance,  policy  considerations,  adequacy  of  provisions  for  the 
protection  of  human  subjects,  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Richard  Needle,  Ph.D.,  M.P.H. 

National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  9-A-30 
Rockville,  MD  20857 
Telephone:  (301)  443-6720 

Direct  inquiries  regarding  fiscal  matters  to: 

Chief,  Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8-A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Section  301  and  administered  under  PHS  policies  and  Federal  Regulations  of  Title  42 
CFR  52  "Grants  for  Research  Projects",  Title  45  CFR  Part  74  and  92,  "Administration  of  Grants"  and  45  CFR  Part  46, 
"Protection  of  Hunan  Subjects".  Title  42  CFR  Part  2,  "Confidentiality  of  Alcohol  and  Drug  Abuse  Patient  Records"  may 
be  applicable  to  these  awards.  Title  42  Part  241(d)  "Certificates  of  Confidentiality  and  Communicable  Disease  Reporting" 
will  also  apply.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372. 
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PA  NUMBER:  PA-93- 112 

P.T.  34;  K.U.  0715035,  0745027,  0755030 

National  Cancer  Institute 

PURPOSE 

The  Chemical  and  Physical  Carcinogenesis  Branch,  Division  of  Cancer  Etiology  (DCE),  National  Cancer  Institute  (NCI), 
invites  investigator- initiated  grant  applications  for  multidisciplinary  research  on  the  etiology  and  prevention  of  breast 
cancer. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
'"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement  (PA),  Breast 
Cancer:  Etiology  and  Prevention,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through 
the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325,  telephone  202-783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit,  public  and  private  organizations,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  of  the 

Federal  government.  Applications  from  women  and  minority  investigators  are  encouraged.  Foreign  institutions  are  not 

eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  traditional  research  project  grant  (R01) 
or  the  FIRST  award  (R29).  Applicants  will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed 
project.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  PA  may  vary,  the  size  of  an  award 
may  vary  also.  For  FIRST  awards,  the  total  direct  costs  of  the  five-year  funding  period  may  not  exceed  $350,000;  the 
direct  costs  in  any  one  year  may  not  exceed  $100,000.  Except  as  otherwise  stated  in  this  PA,  awards  will  be  administered 
under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH) 
90-50,000,  revised  October  1,  1990. 

RESEARCH  OBJECTIVES 

Background 

Breast  cancer  affects  more  women  per  year  than  any  other  cancer  and  continues  to  be  a leading  cause  of  death  in  the 

United  States.  It  has  been  estimated  that  about  18  percent  of  all  female  cancer  deaths  in  the  U.S.  will  be  due  to  breast 

malignancies  and  that  approximately  46,000  women  in  the  U.S.  will  die  of  breast  cancer  in  1993.  The  average  mortality 
rate  for  breast  cancer  in  the  U.S.  is  27.5  per  one  hundred  thousand.  Further,  recent  data  point  to  an  unexplained 
increase  in  breast  cancer  incidence  and  mortality  rates.  Since  breast  cancer  incidence  increases  with  age,  this  finding 
is  of  particular  concern  because  the  "baby  boom"  generation  is  entering  middle  age  and  medical  advances  continue  to 
increase  average  U.S.  life  expectancy.  The  NCI  has  made  breast  cancer  one  of  its  highest  priorities  and  it  is  expected 
to  be  a continuing  priority  of  the  NCI  and  the  U.S.  Congress  for  the  foreseeable  future. 

The  following  research  questions  are  relevant  to  this  initiative:  (1)  What  is  the  target  cell  in  the  breast  that 
ultimately  becomes  the  cancer  cell  and  what  are  the  characteristics  that  could  make  it  identifiable?  (2)  What  molecular 
events  initiate  breast  cancer  and  what  factors  (diet,  hormones,  etc.)  stimulate  proliferation  of  the  initiated  cell? 
(3)  What  is  the  natural  history  of  breast  cancer  and  what  new  markers,  among  the  probes  now  available  or  under 
investigation,  might  be  most  promising  for  characterizing  normal  breast  tissue  at  its  various  stages  of  development, 
distinguishing  normal  from  abnormal,  following  the  natural  history  longitudinally,  and  assessing  the  efficacy  of 
chemopreventive  agents?  (4)  What  is  the  mechanism  that  conveys  a protective  effect  of  first  birth  on  breast  cancer  risk 
in  humans?  (5)  What  are  the  critical  hormonal  interactions  with  genetic  constituents  that  can  lead  to  breast  cancer 
and  how  can  chemopreventive  agents  modulate  the  outcome? 

Research  Goals  and  Scope 

The  objectives  of  this  PA  are  designed  to  encourage  i nvest i gator- i ni t i ated  multidiscipl  inary  research  to  address  research 
questions  in  the  etiology  and  prevent i on  of  breast  cancer.  A discussion  of  specific  topic  areas  that  are  encouraged 
by  this  PA  follows. 

Endocrinology  (Hormones/Growth  Factors)  - The  role  of  hormones  in  etiology  and  chemoprevent i on  that  may  affect  neoplastic 
processes,  either  by  acting  alone  or  in  conjunction  with  non- hormonal  chemical  carcinogens  and  inhibi tors,  should  be 
studied  in  vitro  and  in  vivo.  Endocrine  imbalance,  namely  in  estrogens  and  progesterone,  is  considered  highly  pertinent 
in  the  etiology  of  breast  cancer.  The  most  characteristic  property  of  these  hormones  is  thei r elicitation  of  cell 
proliferation  and  di fferentiation  in  breast  tissue.  In  addition,  hormonal  interactions  with  genetic  constituents  and 
their  receptors,  and  the  modulating  effects  of  chemopreventive  agents,  should  be  investigated.  Recently, 
est rogen/proges terone- dr i ven  cel l proliferation  has  been  proposed  as  the  critical  element  leading  to  breast  cancer  in 
women.  Also  of  interest  is  the  role  in  mammary  anti  carcinogenesis  of  members  of  the  steroid- thyroid  hormone  superfami  ly 
of  nuclear  receptors  and  thei r l i gands  (such  as  retinoids,  retinoic  acid  receptors,  and  retinoid  X receptors).  Further, 
studies  on  the  efficacy  and  mecharisms  of  combination  chemoprevent ion  of  breast  cancer,  including  the  use  of  cytokines, 
are  encouraged. 
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Anticarcinogenesis/Chemoprevention  - Chemoprevention  studies  are  encouraged  on  the  inhibition/suppression  of  breast 
cancer  in  vivo  and  in  vitro,  including  the  use  of  appropriate  sources  of  human  tissue/cell  lines.  Also  of  interest  are 
markers  of  intermediate  endpoints  as  they  relate  to  determining  the  efficacy  of  chemopreventive  agents.  These  endpoints 
may  include  hormone  determinations  (estrogen,  progesterone,  prolactin  and  other  peptides,  growth  factors  and  their 
receptors,  estrone  metabolites),  oncogenes  and  tumor  suppressor  genes  and  their  products,  and  susceptibility  genes. 

A growing  number  of  promising  chemopreventive  agents  for  mammary  carcinogenesis  have  been  identified  in  experimental 
animal  model  systems,  for  which  the  mechanisms  of  action  require  detailed  investigations  (e.g.,  N-acetylcysteine, 
anethole  trithione,  carbenoxolone,  curcumin,  fumaric  acid,  glycyrrhetinic  acid,  oltipraz).  Further,  studies  are  needed 
on  the  mechanisms  of  action  of  chemoprotective/chemopreventive  agents  that  emphasize  the  effects  on  phase  I and  phase 
II  enzyme  systems  in  breast  cancer  prevention  and  that  are  directed  at  elucidation  of  the  proximate  and  ultimate  chemical 
structures  responsible  for  chemoprotection/chemoprevention.  Investigations  on  the  role  of  free  radical  inhibition  in 
the  prevention  of  breast  cancer  are  also  needed.  Discovery  and  chemical  identification  of  naturally-occurring  inhibitors 
of  mammary  carcinogenesis,  as  well  as  chemical  synthesis  and  modulation  of  the  structure  of  compounds,  are  needed  in 
order  to  understand  structure-activity  relationships  as  a basis  for  chemoprevention  of  breast  cancer. 

Molecular  Genetics  - There  is  evidence  in  animal  model  and  human  studies  that  mutations  and  chromosomal  changes  are 
involved  in  the  neoplastic  process  in  breast  cancer.  It  is  also  evident  from  studies  in  colon  cancer  and  other  models 
that  multiple  changes  ("hits")  are  necessary  for  the  initiation  and  progression  of  normal  breast  cells  to  evolve  to  the 
final  neoplastic  and  metastatic  state.  Additional  studies  are  needed  to  define  the  molecular  events  involved  in  the 
etiology  of  breast  cancer,  to  identify  molecular  markers  for  each  stage  in  the  initiation  and  progression  of  the  disease, 
and  to  identify  specific  genes  and  gene  products  involved  in  the  process.  For  these  studies  on  the  genetics  of  breast 
cancer,  additional  relevant  animal  and  cell  culture  models  may  be  needed.  Transgenic  technologies  may  be  especially 
powerful . 

Cell  Biology  - Studies  of  the  organization,  prol  iferation  and  di  fferentiation  of  breast  tissue,  principal  ly  primary  human 
luminal  mammary  epithelial  (HLME)  cells,  during  normal  development  and  progression  to  malignancy  are  needed,  including 
studies  of  the  interaction  between  normal  and  malignant  epithelial  cells  and  the  surrounding  stroma.  Research  on  the 
regulation  of  cell  proliferation  of  normal  or  tumor  cells  is  needed,  both  in  primary  culture  and  in  primary  transplants 
in  i mmunodef i c i ent  animal  hosts.  The  differentiating  effects  of  hormones  and  growth  factors  on  normal  mammary  epithelial 
cells  from  premenopausal  women  at  various  physiological  states  needs  to  be  studied.  Guanine  nucleotide  binding  proteins 
(G  proteins),  which  are  associated  with  mammary  cell  growth  and  differentiation,  need  to  be  understood  for  their  role 
in  endocrine  tcmors  of  the  breast. 

Studies  are  needed  to  obtain  efficient  transformation  of  breast  tissue,  particularly  primary  HLME  cells,  to  pre-mal ignant 
and  malignant  cells  in  vitro  and  in  vivo,  emphasizing  current  concepts  of  molecular  and  hormonal  carcinogenesis.  The 
specific  objectives  of  such  studies  are  to  (1)  define  conditions,  both  in  primary  cultures  and  in  i mmunodef icient  animals 
with  xenografts,  that  allow  transformation  of  primary  HLME  cells  using  chemical  and/or  physical  agents  as  well  as 
hormones  and  growth  factors,  and  (2)  delineate  markers  (e.g.,  biochemical,  cyto logical,  histopathological,  molecular) 
that  identify  specific  stages  of  in  vitro  and  in  vivo  mammary  epithelial  transformation  and  distinguish  particular 
preneoplastic  states  in  the  multi-step  process. 

The  hormone-mediated  growth  advantage  of  early  preneoplastic  breast  lesions,  compared  to  normal  breast  epithelial  tissue 
at  different  stages  of  differentiation,  needs  to  be  characterized  and  the  consequences  elucidated.  Since  the  development 
of  these  preneoplastic  breast  lesions  is  likely  to  be  hormonally  driven,  early  estrogen  response  genes,  as  well  as  growth 
factors  and  protooncogenes,  should  be  examined.  Following  hormonal  exposure,  primary  animal  and  human  breast  cells  in 
culture  should  be  studied  and  correlated  with  in  vivo  data.  Aberrant  gene  expression  should  be  studied  initially  at 
the  chromosomal  level  and  then  at  the  level  of  the  gene.  Gene  amplification  and  suppression,  as  well  as  chromosomal 
abnormalities  due  to  hormonal  exposure,  should  provide  important  clues  to  progressive  breast  cell  alterations  leading 
to  neoplastic  development. 

Metabolism  - Many  polycyclic  aromatic  hydrocarbons  (PAHs)  have  been  established  in  animals  as  breast  carcinogens. 
Metabolic  activation  of  PAHs  in  various  tissues  is  known  to  proceed  by  two  major  mechanisms,  one-  and  two-  electron 
oxidation.  The  interaction  of  reactive  metabolites  with  potential  target  molecules  (DNA,  RNA,  protein)  and  the  relative 
contribution  of  the  two  oxidation  pathways  in  mammary  tissue  is  unknown.  Studies  also  need  to  be  undertaken  on  which 
breast  tissue  P450  isozymes  are  involved  in  metabolic  activation/detoxification  and  on  the  nature  of  enzyme  induction 
itself.  Breast  tissue  from  at-risk  populations  and  animal  models  can  be  used  for  the  detection  and  quantitation  of  DNA 
adducts  of  these  mammary  carcinogens  in  target  tissue.  Since  many  of  these  adducts  are  not  widely  available  as  reference 
standards,  synthesis  of  adducts  is  also  an  area  of  emphasis  that  needs  to  be  coordinated  with  efforts  to  identify  and 
study  markers  of  exposure  and  to  determine  carcinogen  dosimetry. 

The  metabolism  of  xenobiotics  in  breast  tissue  may  lead  to  the  generation  of  free  radical  or  oxygen  radical 
intermediates.  The  reaction  of  these  radicals  with  lipids  can  lead  to  lipid  peroxidation,  with  subsequent  cellular  and 
molecular  changes.  Additional  studies  on  the  role  of  different  types  of  dietary  fat  in  the  process  of  lipid 
peroxidation,  and  its  effects  on  the  carcinogenic  process  in  breast  tissue,  are  needed. 

Several  demonstrated  rodent  mammary  carcinogens  are  present  in  tobacco  smoke  including  heterocyclic  amines  (PHIP), 
nitropyrenes  (1-  and  4-),  dinitropyrenes  (1,3-  and  1,8-),  and  PAHs  [benzo(a)pyrene,  benzo(c)phenanthrene, 
dibenzo(a, Dpyrene] . The  metabolism  of  these  compounds  needs  to  be  examined  in  human  breast  tissue/cell  lines  and 
compared  with  other  organs;  standards  for  these  compounds  and  most  of  their  metabolites  are  available  in  the  NCI  Chemical 
Carcinogen  Reference  Standards  Repository. 

Epidemiologic  Correlates/Interspecies  Comparisons  - Epidemiologic  investigations  have  revealed  that  women  who  have  a 
full-term  pregnancy  early  in  their  childbearing  years  have  a reduced  risk  of  breast  cancer.  The  biologic  basis  for  this 
protection  is  not  understood  yet  the  observation  suggests  that  prevention  opportunities  exist.  Basic  research  is  needed 
on  the  protective  effect  of  early  full-term  pregnancy  on  the  incidence  of  breast  cancer,  specifically  the  effects  of 
the  length  of  the  period  between  menarche  and  first  full-term  pregnancy  which  might  be  critical  for  the  initiation  of 
breast  carcinogenesis.  The  hormonal  levels  and  bioavailability  of  estrogen  and  other  mammogenic  hormones  in 
premenopausal  women  (parous  compared  to  nulliparous)  should  be  studied.  Animal  models  of  this  protective  effect  could 
be  of  significant  value. 

Retroviruses  - The  demonstrated  etiologic  role  of  retroviruses  in  mouse  mammary  carcinoma  and  the  possible  analogy  to 
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human  mammary  carcinoma  make  it  important  to  determine  if  retroviruses  play  a role  in  the  etiology  of  human  breast 
cancer.  New  findings  report  the  identification  of  several  messenger  RNA  (mRNA)  species,  including  a full  length  mRNA 
of  the  human  endogenous  retrovirus  (HERV)  sequence  and  its  probable  association  with  retroviral  particles  observed  in 
a human  teratocarcinoma  cell  line.  These  observations  and  the  new  technology  used  provide  a basis  for  additional  studies 
to  examine  this  and  other  endogenous  retroviruses  for  possible  etiologic  significance  in  human  breast  cancer. 
Accordingly,  applications  are  encouraged  to  address  the  possible  role  of  endogenous  and  also  exogenous  retroviruses  in 
the  etiology  of  human  breast  cancer. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

The  NIH  has  formulated  policies  concerning  inclusion  of  women  and  minorities  in  clinical  research  study  populations. 
It  is  policy  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  and  compelling  rationale  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials.  This  PA  does  not  seek  applications  for  clinical  research. 

Basic  research  in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded  from  the  policy  on  women 
and  minorities.  However,  every  effort  should  be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities 
when  it  is  important  to  apply  the  results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  research  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  on  the 
standard  receipt  dates  as  indicated  in  the  application  package.  The  application  package  is  available  at  most 
institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248;  and  from  the  NCI  Program 
Director  named  below. 

Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

The  title  and  number  of  the  PA  must  be  typed  in  Section  2a  on  the  face  page  of  the  application.  The  signed,  typewritten 
original  of  the  application  and  five  signed,  exact,  clear,  and  single-sided  photocopies,  must  be  sent  or  delivered  in 
one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Upon  receipt,  applications  will  be 
reviewed  for  completeness  by  NCI  program  staff.  Incomplete  applications  will  be  returned  to  the  applicant  without 
further  consideration.  Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  DRG, 
NIH,  in  accordance  with  standard  NIH  peer  review  procedures.  A second  level  of  review  will  be  by  an  appropriate  national 
advisory  council  or  board. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  Awards  will  be  made  primarily  on 
the  basis  of  scientific  merit  but  responsiveness  to  the  PA,  overall  program  balance,  and  the  availability  of  resources 
are  important  considerations  that  will  be  taken  into  account. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA,  or  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive,  are  encouraged  and  may  be  directed  to: 

Dr.  David  G.  Longfellow 
Division  of  Cancer  Etiology 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  700 
Bethesda,  MD  20892 
Telephone:  (301)  496-5471 
FAX:  (301)  496-1040 
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Written  and  telephone  inquiries  of  a budgetary,  administrative,  and/or  policy  nature  may  be  directed  to: 


Ms.  Joseph  H.  FitzGerald 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  Ext.  15 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.393,  Cancer  Cause  and  Prevention  Research. 
Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74  or  45  CFR  Part  92.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

It  should  be  noted  that  the  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  has  an  interest 
in  basic  research  to  elucidate  the  nature,  function,  and  action  of  hormones,  growth  factors,  and  their  receptors  in 
general,  but  not  in  the  specific  emphasis  of  this  PA,  which  is  the  role  of  hormones  as  co-factors  or  initiators/promoters 
of  carcinogenesis  in  the  breast.  Applications  that  do  not  address  this  specific  theme  will  be  given  an  institute 
assignment  based  on  the  "Referral  Guidelines  for  Funding  Components  of  PHS  1992." 

GERIATRIC  ACADEMIC  PROGRAM 
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National  Institute  on  Aging 

PURPOSE 

The  National  Institute  on  Aging  (NIA)  solicits  applications  for  the  support  of  academic  career  development  programs  for 
junior  faculty  in  geriatrics.  This  is  a modification  of  an  ongoing  program.  New  "alternative  track"  eligibility 
criteria  for  junior  faculty  are  added. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Geriatric 
Academic  Program,  is  related  to  the  priority  area  preserving  independence  in  people  aged  65  and  older.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applicant  institutions  must  have  a geriatric  fellowship  program  and  a strong  base  of  research  and  clinical  activities 
in  geriatrics.  Programs  may  be  conducted  at  two  or  more  institutions.  Eligibility  criteria  for  junior  faculty  are 
described  under  RESEARCH  OBJECTIVES. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  will  be  the  institutional  research  career  award  (K12). 

RESEARCH  OBJECTIVES 

There  is  increased  recognition  of  the  growing  need  for  trained  personnel  in  geriatrics.  A committee  sponsored  by  the 
National  Academy  of  Sciences  (J.  Am.  Geriatrics  Soc.  35:773-91  (1987))  emphasized  that  filling  this  need  will  require 
enough  academic  leaders  in  geriatrics  to  train  the  needed  number  of  geriatricians.  The  committee  emphasized  that 
high-quality  training  in  research,  teaching,  and  clinical  practice  were  all  necessary  for  the  development  of  such 
leaders,  and  that  this  could  best  be  done  in  an  environment  where  there  were  enough  geriatric  researchers,  teachers, 
and  practitioners  to  provide  thorough  experience  for  future  academic  leaders. 

Developing  academic  leadership  requires  a continuum  of  support  from  the  fellowship  to  the  senior  faculty  level.  Support 
for  geriatric  fellowships  is  available  through  several  programs,  including  NIA  Geriatric  Research  Institutional  Training 
(GRIT)  award,  the  Health  Resources  and  Services  Administration's  Faculty  Training  Projects  in  Geriatric  Medicine  and 
Dentistry,  Veterans  Administration  fellowships,  and  other  sources.  However,  stable  career  development  support  at  the 
junior  faculty  level  is  also  extremely  important  in  establishing  academic  careers. 

Career  development  support  for  individual  junior  faculty  in  geriatrics  is  provided  by  NIA's  Academic  Award  (NIH  Guide 
for  Grants  and  Contracts,  Vol.  10,  No.  5,  March  27,  1981),  and  by  its  Clinical  Investigator  Award  (NIH  Guide  for  Grants 
and  Contracts,  Vol.  13,  No.  8,  June  29,  1984).  The  NIA  continues  to  encourage  applications  for  these  awards  for  suitable 
candidates  and  institutions.  This  announcement  describes  an  institutional  form  of  the  Academic  Award,  the  Geriatric 
Academic  Program  (GAP)  Award.  This  award  is  appropriate  for  institutions  having  sufficient  faculty  with  a stable  base 
of  ongoing  research  in  geriatrics  and  related  disciplines  to  serve  as  mentors  for  several  junior  faculty  over  an  extended 
period. 
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Since  strengthening  the  science  base  of  geriatrics  and  gerontology  is  a goal  of  this  award,  collaboration  among  clinical, 
basic,  epidemiologic,  behavioral,  and  social  researchers  in  support  of  career  development  activities  is  particularly 
encouraged.  Collaboration  with  basic  science  researchers  in  gerontology  is  particularly  desirable. 

Junior  Faculty  Eligibility 

Junior  faculty  to  be  supported  by  the  program  must  have  a health  professional  degree  in  the  clinical  sciences  (M.D., 
D.O.,  or  D.D.S,  or  equivalent)  and  must  have  either  completed  at  least  one  year  of  fellowship  training  in  geriatrics 
or  geropsychiatry  or  obtained  certification  of  Added  Qualifications  in  Geriatric  Medicine  from  the  American  Board  of 
Internal  Medicine/American  Board  of  Family  Practice.  It  is  not  necessary  for  the  fellowship  training  to  have  been  at 
the  applicant  institution. 

ALTERNATIVE  TRACK:  Exceptional  candidates  who  have  received  at  least  two  years  of  fellowship  training  and  Board 
Certification  or  Eligibility  in  a medical  subspecialty  with  major  relevance  to  aging  disorders  or  geropsychiatry,  and 
who  propose  to  embark  on  a training  program  to  enter  the  field  of  geriatrics/gerontology,  may  qualify  by  an  alternative 
track.  Criteria  for  alternative  track  qualification  include:  (1)  a clear  relevance  of  the  trainee's  interests  and 
proposed  training  program  to  the  field  of  geriatrics/gerontology;  (2)  evidence  of  the  trainee's  long-term  commitment 
to  geriatrics/gerontology;  (3)  a firm  agreement  by  both  the  candidate  and  the  institution  that  prior  to  the  completion 
of  the  trainee's  program,  he/she  will  have  obtained  sufficient  clinical  training  in  geriatric  medicine  to  qualify  him/her 
for  American  Board  of  Internal  Medicine/American  Board  of  Family  Practice  Certificate  of  Added  Qualifications  in 
Geriatric  Medicine;  and  (4)  a firm  commitment  that  the  trainee  will  take  the  examination  for  Added  Qualifications  in 
Geriatric  Medicine  no  later  than  five  years  after  embarking  on  his/her  training  program. 

The  junior  faculty  will  be  selected  for  sponsorship  by  the  program  locally,  which  must  develop  a plan  for  recruitment 
and  selection  of  junior  faculty. 

The  program  must  include  a plan  for  providing  research,  teaching,  and  clinical  activities  for  developing  academic  leaders 
in  geriatrics,  including  formal  didactic  training,  if  appropriate.  It  is  expected  that  the  plan  will  be  carried  out 
mainly  at  the  sponsoring  institution,  although  short  periods  of  training  elsewhere  may  be  included.  Although  no  exact 
division  of  time  among  clinical,  teaching,  and  research  activities  is  required,  at  least  75  percent  of  time  spent  on 
program  activities  must  be  spent  in  research.  The  total  program  should  be  well-balanced  and  no  one  type  of  activity 
should  be  followed  to  the  exclusion  of  others. 

The  program  director  should  possess  the  scientific  expertise,  leadership,  and  administrative  abilities  to  coordinate 
and  supervise  a development  program  of  this  scope.  Faculty  sponsors  should  be  established  researchers  with  a stable 
base  of  current  research  support. 

The  program  must  also  include  a plan  for  external  review  of  the  selection  and  progress  of  sponsored  individuals  and  the 
overall  conduct  of  the  program.  This  review  should  be  conducted  once  yearly,  and  written  reports  are  to  be  submitted 
to  the  NIA  with  the  awardee's  annual  progress  reports. 

Allowable  costs 

The  award  will  support  a program  providing  up  to  five  years  of  salary  support  and  a limited  amount  for  research  expenses 
for  junior  faculty,  under  the  leadership  of  a program  director,  who  will  oversee  the  program,  and  faculty  sponsors  who 
will  serve  as  mentors  for  individual  junior  faculty  to  oversee  their  academic  development  and  to  arrange  appropriate 
activities  needed  for  further  development.  For  each  junior  faculty  member  so  sponsored,  the  award  will  also  provide 
up  to  ten  percent  of  each  sponsor's  salary  and  fringe  benefits  for  the  first  three  years  of  sponsorship.  The  award  will 
also  support  a limited  amount  of  core  resources  needed  for  sponsored  individuals'  career  development  (e.g.,  key  clinical 
research  center  personnel  or  animal  facilities)  if  central  administration  improves  their  effectiveness. 

Up  to  five  years  of  renewable  support  may  be  requested  by  the  grantee  institution.  Individual  junior  faculty  sponsored 
by  the  program  may  be  supported  for  three  to  five  years.  No  more  than  three  persons  at  an  awardee  institution  may  begin 
their  sponsored  activities  in  any  yearly  budget  period  of  this  award,  and  one  may  begin  sponsored  activities  in  the 
fourth  and  fifth  years.  The  total  number  of  sponsored  individuals  may  increase  to  eight  in  the  third  year  of  the  award 
and  remain  constant  or  diminish  thereafter.  Salary  --  Compensation  for  sponsored  individuals  based  on  the  institution's 
salary  scale  for  faculty  at  an  equivalent  experience  level,  but  not  to  exceed  $50,000  per  year  per  individual,  plus 
commensurate  fringe  benefits  for  essentially  full-time  (75-100%)  effort.  NIH  policy  encourages  supplementation  from 
non- government  sources. 

Support  for  up  to  ten  percent  of  the  program  director's  time  may  be  requested  for  administrative  and  other  activities 
relating  to  the  award.  If  the  program  director  is  a sponsor,  he/she  may  receive  an  additional  ten  percent  of  salary. 

Sponsor's  Support  --  For  each  sponsored  junior  faculty,  up  to  ten  percent  of  each  sponsor's  salary  or  $10,000,  whichever 
is  less,  and  commensurate  fringe  benefits. 

Research  and  Development  Support  --  Applicants  may  request  a maximum  of  $10,000  per  year  during  the  first  two  years  of 
support  for  each  sponsored  junior  faculty  for  research  project  requirements  and  related  support,  e.g.,  technical 
personnel  costs,  supplies,  equipment,  travel,  tuition  for  necessary  courses,  and  medical  insurance  premiums.  Each 
awardee  institution's  Continuation  Application  for  the  third  year  of  support,  and  for  each  subsequent  year,  should 
include  a request  for  funds  to  cover  the  cost  of  an  expanded  research  program  for  any  sponsored  individuals  who  will 
begin  their  third  year  of  support  during  that  budget  period.  This  request  should  be  written  by  the  sponsored  individuals 
who  will  begin  their  third  year  of  support  during  that  budget  period.  This  request  should  be  written  by  the  sponsored 
individuals  and  include  a budget  for  their  remaining  period  of  support.  An  amount  up  to  $20,000  per  year  for  research 
support  may  be  requested  for  this  period.  The  request  should  contain  evidence  of  progress  during  the  first  two  years, 
plans  for  an  expanded  research  program,  and  a detailed  budget  with  justification  for  use  of  the  increased  funding.  Funds 
will  be  awarded  contingent  upon  their  availability  and  favorable  program  review. 

Consultant  costs  --  Funds  for  travel  and  other  expenses  associated  with  annual  external  review  of  the  program  (see  above) 
should  be  requested. 
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Indirect  costs  --  Reimbursement  of  actual  indirect  costs  at  a rate  of  up  to  but  not  exceeding  eight  percent  of  total 
direct  costs  of  each  award,  exclusive  of  tuition,  fees,  and  expenditures  for  equipment. 

APPLICATION  PROCEDURES 

Applications  are  to  be  prepared  on  form  PNS  398  (rev.  9/91).  Applicants  must  follow  the  supplemental  instructions  for 
applications  for  this  award,  available  from  the  Geriatrics  Program,  NIA.  The  PHS  398  application  form  is  available  at 
most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7248.  On  item  2a 
enter:  NIA  Geriatric  Academic  Program  Award. 

A letter  of  intent  is  not  a prerequisite  for  applying;  however,  prospective  applicants  are  encouraged  to  send  a letter 
briefly  describing  scientific  goals,  and  resources  of  the  proposed  project.  This  letter  is  to  be  sent  to  the  NIA  contact 
listed  under  INQUIRIES,  at  least  three  months  before  the  submission  deadline. 

A completed  original  application  and  three  copies  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  NIA  contact  office  listed  under  INQUIRIES  also  must  receive  two  copies  of  the  application  at  the  time  of  submission. 
The  application  should  identify: 

A program  director  who  will  assume  overall  responsibility  for  management  of  the  program.  The  application  should  describe 
plans  for  recruitment  and  selection  of  junior  faculty  to  be  sponsored,  quality  control  of  the  program,  and  maximizing 
commitment  of  sponsored  individuals  to  aging  research  after  the  completion  of  support. 

Faculty  sponsors.  The  sponsors'  past  and  present  research,  clinical  and  teaching  activities  should  be  described,  as 
well  as  their  previous  experience  in  training  fellows  and  junior  faculty,  and  the  current  status  of  all  fellows  and  other 
individuals  whom  they  have  previously  trained. 

The  faculty  and  institution's  plans  for  providing  research,  clinical  and  teaching  experience  for  sponsored  individuals, 
including  examples  of  the  types  of  research  projects  to  be  undertaken,  provision  of  experience  in  other  laboratories 
to  learn  pertinent  techniques,  needed  didactic  training  in  gerontology,  other  basic  sciences,  research  methodology, 
statistics,  and  clinical  and  teach  responsibilities. 

Plans  for  efforts  to  recruit  minority  trainees  where  applicable,  consistent  with  NIH's  policy  of  encouraging  such 
recruitment.  Such  plans  are  a required  component  of  applications  for  NIH  research  training  programs.  Additional 
information  on  NIH's  minority  recruitment  policy  may  be  found  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  15,  No. 
4,  March  28,  1986. 

REVIEW  CONSIDERATIONS 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  and  will  be  assigned  to  the  NIA.  Responsive 
applications  will  be  assigned  to  an  appropriate  review  group  convened  by  the  NIA. 

Following  initial  review  group  review,  the  applications  will  be  evaluated  by  the  National  Advisory  Council  on  Aging. 
REVIEW  CRITERIA 

Applications  will  be  judged  on: 

o The  research  capabilities  of  faculty  sponsors  in  areas  related  to  geriatrics. 

o The  abilities  and  record  of  faculty  sponsors  in  developing  junior  faculty  in  geriatrics. 

o The  institution's  plans  and  commitment  to  the  development  of  junior  faculty's  abilities  in  geriatrics. 

Renewal  applications  will  also  be  judged  on  the  career  development  of  individuals  sponsored  by  the  program  date.  Funded 
GAP  projects  will  be  periodically  reviewed  to  evaluate  progress,  as  a basis  for  decisions  on  continued  funding  or 
phase-out. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

James  K.  Cooper,  M.D. 

Geriatric  Research  and  Training  Program 

National  Institute  on  Aging 

Gateway  Building,  Room  3E327 

7201  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-6761 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  33  - September  17,  1993 

22 


AUTHORITY  AND  REGULATIONS 


3 1496  00603  1200 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  prograjn  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


••THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS  1 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS  . 1 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS  2 

National  Institutes  of  Health 
Food  and  Drug  Administration 

INDEX:  NATIONAL  INSTITUTES  OF  HEALTH;  FOOO  AND  DRUG  ADMINISTRATION 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


OSTEOPOROSIS/RELATED  BONE  DISEASES  INFORMATION  RESOURCE  CENTER  (RFA  AR-94-002)  . 4 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
INDEX:  ARTHRITIS,  MUSCULOSKELETAL,  SKIN  DISEASES 

TUBERCULOSIS  DIAGNOSTICS  (RFA  AI -93-023)  . 6 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 


ONGOING  PROGRAM  ANNOUNCEMENTS 

AUTOIMMUNE  ENDOCRINE  DISEASE  (PA-93-114)  9 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

INDEX:  DIABETES,  DIGESTIVE,  KIDNEY;  ALLERGY,  INFECTIOUS  DISEASES 


This  publication  is  available  electronically  to  institutions  via  BITNET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES 


NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS 
NIH  GUIDE.  Volume  22,  Number  34,  September  24,  1993 
P.T.  42;  K.W.  0201011,  1014003 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research  Risks  (OPRR)  announces  the  postponement 
of  an  animal  welfare  education  workshop.  The  Southeastern  Animal  Welfare  Education  Workshop  cosponsored  by  Louisiana 
State  University  Medical  Center  and  Xavier  University  of  Louisiana  scheduled  for  December  2-3,  1993,  at  the  Monteleone 
Hotel  in  New  Orleans,  LA,  has  been  postponed  and  will  be  rescheduled  in  1994. 

Announcements  for  the  proposed  date  will  appear  in  the  NIH  Guide  for  Grants  and  Contracts  and  similar  publications. 
INQUIRIES 

For  further  information  concerning  this  workshop  and  future  NIH/OPRR  Animal  Welfare  Education  Workshops,  contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B63 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 

NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS 

NIH  GUIDE.  Volime  22,  Number  34,  September  24,  1993 

P.T.  42;  K.W.  0201011,  1014003 

National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research  Risks  (OPRR),  is  continuing  to  sponsor 
workshops  on  implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals.  Each  of  the 
workshops  scheduled  for  FY  1993  will  focus  on  a specific  theme. 
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The  workshops  are  open  to  institutional  administrators,  members  of  Institutional  Animal  Care  and  Use  Committees, 
laboratory  animal  veterinarians,  investigators,  and  other  institutional  staff  who  have  responsibility  for  high-quality 
management  of  sound  institutional  animal  care  and  use  programs.  Ample  opportunities  will  be  provided  to  exchange  ideas 
and  interests,  through  question  and  answer  sessions  and  informal  discussions. 

SOUTHWESTERN  REGION 

DATES:  September  27-29,  1993 

LOCATION 

Oklahoma  City  Hilton  Northwest 
2945  N.W.  Expressway 
Oklahoma  City,  Ok  73112 
Telephone:  1-800-445-8667 
FAX:  (405)  842-4328 

SPONSOR 

University  of  Oklahoma  Health  Sciences  Center 
REGISTRATION 

Ms.  Marilyn  Perry,  Assistant  to  Director  for  Compliance 
Division  of  Animal  Resources 
BMS8,  Room  203 

University  of  Oklahoma  Health  Sciences  Center 
Oklahoma  City,  OK  73190 
Telephone:  (405)  271-5185 
FAX:  (405)  271-3032 

FEE:  $140;  Graduate  Students  and  Post-Docs  $90.00 

TOPIC:  THE  PRESENT  AND  FUTURE  USE  OF  FARM  ANIMALS  IN  BIOMEDICAL  RESEARCH  AND  EDUCATION 
DATES:  September  28  (Afternoon);  September  29  (Morning) 

LOCATION 

Oklahoma  City  Hilton  Northwest  (Same  as  above) 

SPONSOR 

University  of  Oklahoma  Health  Sciences  Center 
REGISTRATION 

Ms.  Marilyn  Perry  (address  as  above) 

TOPIC:  USDA  OPEN  FORUM  ON  FARM  ANIMAL  ISSUES  UNDER  THE  ANIMAL  WELFARE  ACT 
INQUIRIES 

For  further  information  concerning  these  workshops  and  future  NIH/OPRR  Animal  Welfare  Education  workshops,  contact: 
Ms.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

FAX:  (301)  402-2803 

NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  34,  September  24,  1993 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor  a series 
of  workshops  on  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional  officials  for 
the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest  in  research  involving 
human  persons  and  those  currently  serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The  current  schedule  includes: 

WESTERN  WORKSHOP 

DATES:  November  4-5,  1993 

LOCATION 

Radisson  Hotel  Denver  South,  Denver,  CO 
SPONSORS 

University  of  Colorado  Health  Sciences  Center,  Denver,  CO 
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University  of  Southern  Colorado,  Pueblo,  CO 


REGISTRATION 

Ms.  Mary  Peratt,  Secretary  IRB 

University  of  Colorado  Health  Sciences  Center 

4200  East  Ninth  Avenue  (Box  C-290) 

Denver,  CO  80262 
Telephone:  (303)  270-7960 

TITLE:  Medical  Research:  Protection  of  Vulnerable  Subjects 

DESCRIPTION:  IRBs  are  confronted  with  a complexity  of  questions  and  ethical  issues  that  seldom  have  defined  answers 
or  ready  resolve.  Some  of  the  more  perplexing  clinical  research  protocols  presented  for  review  are  studies  involving 
human  subjects  in  overt,  at-risk  groups.  This  human  subjects  workshop  will  address  protections  of  highly  vulnerable 
and  protected  human  populations.  Discussions  will  focus  on  the  ethical  principles,  protective  measures,  and  definitions 
of  criteria  for  informed  consent  that  are  tantamount  for  IRB  reviews  when  members  of  these  vulnerable  groups  are  subjects 
of  research  studies.  Subject  groups  and  protocols  to  be  covered  will  be  focused  on  prisoners,  children,  mentally 
compromised,  AIDS  and  HIV- infected,  geriatric,  and  emergency  room. 

The  conference  program  is  designed  to  be  of  value  to  physicians,  nurses,  pharmacists,  scientific  investigators, 
pharmaceutical  and  medical  device  company  representatives,  and  other  health  care  professionals.  All  IRB  members, 
faculty,  and  students  in  health  care  areas  and  administrators  will  benefit  from  the  conference.  Critical  attention  will 
be  given  to  Federal  regulations  governing  these  special  groups,  professional  judgment,  real  and  perceived  elements  of 
"implied,”  "second,"  and  "third”  party  consents.  Conference  emphasis  will  be  placed  on  the  assessment  of  risks  and 
protection  of  the  vulnerable  subject  with  the  application  of  medical,  legal,  psychosocial  and  ethical  standards  and 
principles.  The  conference  format  is  structured  to  promote  the  optimum  exchange  of  ideas  and  discussion  through  small 
and  large  group,  topic-defined,  informal,  and  provocative  sessions. 

WEST  COAST  WORKSHOP 

DATES:  January  23-24,  1994 

LOCATION 

Doubletree  Hotel,  Pasadena,  CA 
SPONSORS 

City  of  Hope  National  Medical  Center,  Duarte,  CA 

Charles  R.  Drew  University  of  Medicine  and  Science,  Los  Angeles,  CA 

REGISTRATION 
Ms.  Donna  Pearce 
Administrative  Secretary,  IRB 
City  of  Hope  National  Medical  Center 
Beckman  Research  Institute 
Duarte,  CA  91010 

Telephone:  (818)  359-8111,  ext.  2700 

TITLE:  Ethical  Issues  in  Human  Subject  Research:  Catastrophic  Diseases  and  Minorities 

DESCRIPTION:  This  workshop  is  intended  for  physicians,  nurses,  pharmacists,  and  other  health  care  professionals  as  well 
as  administrators,  members  of  Institutional  Review  Boards,  students,  ethicists  and  legal  experts,  and  lay  persons  with 
interest  and  concern  for  human  subject  research.  The  program  will  address  the  following  issues:  (1)  new  governmental 
policies  on  human  subject  research;  (2)  resolving  ethical  principles  in  clinical  research  on  AIDS,  gene  transfer,  and 
cancer  prevention  trials  involving  catastrophic  illnesses;  (3)  drug  trials  and  parallel  track  protocols;  (4)  minorities 
as  research  subjects;  and  (5)  the  uncertain  fate  of  clinical  research  in  the  current  era  of  health  care  reform. 

SOUTH  COAST  CENTRAL  WORKSHOP 

DATES:  February  17-18,  1994 

LOCATION 

Fairmont  Hotel,  New  Orleans,  LA 
SPONSORS 

University  of  New  Orleans  - Lakefront,  New  Orleans,  LA 
Xavier  University  of  Louisiana,  New  Orleans,  LA 

REGISTRATION 

Ms.  Anne  O'Hearn  Jakob 

Office  of  Conference  Services 

University  of  New  Orleans  - Lakefront 

New  Orleans,  LA  70148 

Telephone:  (504)  286-7118 

TITLE:  Recent  Trends  in  Human  Subjects  Research 

DESCRIPTION:  The  purpose  of  this  conference  is  to  explore  recent  issues  and  trends  related  to  the  protection  of  human 
subjects  in  research.  It  will  provide  discussions  and  opportunities  among  participants  to  share  views  on  NIH's  new 
guidelines  on  fetal  research,  the  inclusion  of  women  and  minorities  in  research,  and  FDA's  recent  policy  on  enrolling 
women  of  childbearing  age  in  drug  trials. 
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Workshops  and  meetings  will  be  conducted  by  faculty  of  more  than  25  national  experts  whose  research  interests  include 
alzheimer's  disease,  environmental  research,  women's  health,  hL*nan  genome  research,  biomedical  research,  and  others. 

INQUIRIES 

For  further  information  regarding  these  workshop  and  future  NIH/FDA  National  Human  Subject  Protections  Workshops, 
contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B63 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

OSTEOPOROSIS/RELATED  BONE  DISEASES  INFORMATION  RESOURCE  CENTER 

NIH  GUIDE.  Volume  22,  Number  34,  September  24,  1993 
RFA  AVAILABLE:  AR-94-002 

P.T.  16;  K.W.  0715031,  0710095,  0745027,  0745070,  0502017 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  November  1,  1993 
Application  Receipt  Date:  December  21,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS)  invites  applications  for  the  purpose 
of  establishing  a resource  center  for  osteoporosis,  Paget's  disease,  and  related  bone  disorders  to  facilitate  and  enhance 
knowledge  and  understanding  on  the  part  of  health  professionals,  patients,  and  the  public  through  effective  dissemination 
of  information. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Osteoporosis/Related  Bone 
Diseases  Resource  Center,  is  related  to  the  priority  area  of  educational  and  communi ty- based  programs.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  individuals  representing  domestic  or  foreign  non-profit  entities  involved  in  activities 
regarding  the  prevention  and  control  of  osteoporosis  and  related  bone  disorders.  Applications  from  minority  individuals 
and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  Education  Project  Grant  (R25).  Responsibility  for  the 
planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project 
period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  four  years.  The  anticipated  award  date 
is  June  30,  1994. 

Future  competitions  will  be  announced  by  a new  RFA. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  are  $500,000  total  cost.  The  NIAMS  expects 
to  make  one  award. 

RESEARCH  OBJECTIVES 

Osteoporosis  is  an  important  public  health  problem  in  which  weakened  bones  are  easily  fractured.  More  than  1.3  million 
fractures  each  year  are  attributable  to  osteoporosis.  Other  secondary  types  of  osteoporosis,  Paget's  disease, 
osteogenesis  imperfecta,  and  other  bone  diseases,  are  also  important  problems. 

In  the  past  decade  there  have  been  extraordinary  advances  in  the  understanding  of  basic  bone  biology,  leading  to  very 
targeted  approaches  both  in  the  prevention  and  effective  treatment  of  several  types  of  osteoporosis  and  related  bone 
diseases,  but  wide  application  to  clinical  care  has  lagged  behind.  Further  education  of  health  care  professionals, 
patients,  and  the  public  at  large  is  needed.  In  particular,  the  teaching  of  osteoporosis  prevention  to  children  and 
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adolescents  and  the  need  to  reach  all  segments  of  an  ethnically,  economically,  and  geographically  diverse  American 
population  have  been  identified  as  priorities. 

The  National  Institutes  of  Health  Revitalization  Act  of  1993  [P.L.  103-43]  provided  for  "the  establishment  of  an 
information  clearinghouse  on  osteoporosis  and  related  bone  disorders  to  facilitate  and  enhance  knowledge  and 
understanding  on  the  part  of  health  professionals,  patients,  and  the  public  through  the  effective  dissemination  of 
information."  The  law  further  requires  that  such  a clearinghouse  be  established  through  "a  grant,  cooperative  agreement, 
or  contract  with  a non-profit  private  entity  involved  in  activities  regarding  the  prevention  and  control  of  osteoporosis 
and  related  bone  disorders." 

The  objectives  of  this  RFA  are  to  establish  an  information  resource  center  to  reach  health  professionals,  patients  and 
the  public  with  state-of-the-art  information  on  the  prevention  and  treatment  of  osteoporosis  and  related  bone  diseases. 
This  will  include  evaluation  of  the  Center's  ability  to  effect  beneficial  changes  in  one  or  more  of  the  target  groups 
who  receive  the  information. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  November  1,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIAMS  staff  to  estimate  the  potential  review  workload  and  to  avoid 
conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Tommy  Broadwater  at  the  address  listed  under  APPLICATION  PROCEDURES. 
APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248;  and  from  the  NIH  program  administrator  named  below. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the 
face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  photocopies,  in 
one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Dr.  Tommy  Broadwater 
Review  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  404 
Bethesda,  MD  20892 

Applications  must  be  received  by  December  21,  1993.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant  without  review. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAMS.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to 
the  RFA,  I CD  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application. 

Applications  may  be  triaged  by  the  NIAMS  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non- competitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the 
criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  ICD.  The  second 
level  of  review  will  be  provided  by  the  National  Arthritis  and  Musculoskeletal  and  Skin  Diseases  Advisory  Council. 
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Review  criteria  for  RFAs  are  generally  similar  to  those  for  unsolicited  investigator-initiated  research  grant 
applications. 

AUARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  responsive  to  this  RFA.  The  anticipated  date 
of  award  is  June  30,  1994. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Joan  McGowan 

Bone  Biology  and  Bone  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  403 

Bethesda,  MD  20892 

Telephone:  (301)  594-9957 

FAX:  (301)  594-9673 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Carol  G.  Clearfield 
Grants  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  725B 

Bethesda,  MD  20892 

Telephone:  (301)  594-9973 

FAX:  (301)  594-9950 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.846,  Arthritis,  Musculoskeletal  and  Skin 
Diseases  Research.  Awards  will  be  made  under  authorization  of  the  Public  Health  Service  Act,  Title  III,  Section  301 
(Public  Law  410,  78th  Congress,  as  amended,  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

TUBERCULOSIS  DIAGNOSTICS 

NIH  GUIDE.  Volume  22,  Number  34,  September  24,  1993 
RFA  AVAILABLE:  AI-93-023 

P.T.  34;  K.W.  0715165,  0745020,  0710040,  0760003,  0755020,  0710070 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  January  7,  1994 
Application  Receipt  Date:  February  18,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Respiratory  Diseases  Branch,  Division  of  Microbiology  and  Infectious  Diseases  (DMID),  National  Institute  of  Allergy 
and  Infectious  Diseases  (NIAID)  invites  applications  for  innovative  basic  or  applied  research  leading  to  the  development 
of  diagnostics  for  tuberculosis  (TB).  It  is  anticipated  that  new  and  reformed  diagnostic  tools  to  assist  in  the 
detection,  prevention,  and  treatment  of  tuberculosis  will  improve  the  speed,  sensitivity,  specificity,  and/or  reliability 
of  existing  diagnostic  procedures. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Tuberculosis  Diagnostics,  is 
related  to  the  priority  areas  of  diagnostics  and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 

017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  and  foreign,  non-profit  and  for-profit  organizations  and  institutions,  State  and  local  governments  and  their 
agencies,  are  eligible  to  apply.  Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and 
Transition  (FIRST)  (R29)  award.  Minorities  and  women  are  encouraged  to  apply.  Applications  from  or  involving  minority 
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institutions  or  women's  institutions  are  encouraged. 


MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (ROD,  and  the  FIRST  (R29) 
award.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the 
applicant.  The  total  project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  five  years.  The 
earliest  anticipated  award  date  is  September  1994. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  applications  will  compete  with  investigator- initiated 
applications  and  be  reviewed  according  to  customary  review  procedures. 

RESEARCH  OBJECTIVES 

Background 

On  April  23,  1993,  the  World  Health  Organization  declared  tuberculosis  a global  public  health  emergency,  a distinction 
never  accorded  another  disease.  Once  believed  by  health  officials  to  be  contained,  tuberculosis  is  now  recognized  as 
out  of  control  in  many  parts  of  the  world.  Yet,  the  disease  is  not  confined  by  national  boundaries.  In  the  United 
States,  after  decades  of  successful  control  and  decreasing  rates  of  disease,  tuberculosis  is  making  a comeback.  About 
10  million  people  in  the  U.S.  are  infected  by  the  tuberculosis  bacillus.  The  vast  majority  of  these  individuals  are 
not  sick  and  they  are  not  infectious  but  remain  at  risk  to  develop  active  disease.  During  1992,  26,678  cases  of  active 
tuberculosis  were  reported  to  the  Centers  for  Disease  Control,  up  20  percent  from  1985  when  resurgence  of  the  disease 
began. 

The  link  between  HIV  and  tuberculosis  is  anticipated  to  be  a major  factor  in  the  spread  of  tuberculosis.  It  is  the  only 
AIDS-associated  infection  readily  transmitted  to  non-HIV- infected  persons.  HIV  infection  also  accelerates  the 
progression  of  tuberculosis. 

TB  diagnostics  need  to  be  improved.  Many  available  tests  are  too  slow  and/or  lack  sensitivity.  Active  tuberculosis 
is  currently  diagnosed  using  an  assortment  of  techniques,  symptoms,  and  clinical  signs.  These  techniques  include  the 
chest  X-ray,  microscopy,  and  culture  of  the  organism  from  clinical  samples,  typically  sputum.  Diagnosis  based  on 
symptoms.  X-ray,  or  even  microscopy  is  not  definitive.  The  current  gold  standard  is  culture. 

Objectives 

The  purpose  of  this  RFA  is  to  stimulate  and  encourage  high  quality  innovative  research  leading  toward  a greater 
understanding  of  microbiological  and  immunological  response  to  infection  and  advancing  to  improvements  in  the  diagnosis 
of  tuberculosis.  These  areas  may  include,  but  are  not  limited  to,  studies  to: 

o Develop  improved  methods  for  rapid,  sensitive,  specific,  and  reliable  identification  of  M.  tuberculosis  in  clinical 
samples,  especially  samples  containing  limited  numbers  of  organisms,  i.e.,  paucibaci l l ary  disease. 

o Develop  improved  methods  for  rapid,  reliable  identification  of  drug-sensitive  and  drug- resistant  strains  of  M. 
tuberculosis,  including  MDRTB,  in  clinical  specimens  and  in  laboratory  cultures. 

o Develop  rapid  methods  for  reliable  identification  of  M.  tuberculosis,  including  MDRTB,  in  clinical  specimens  other 
than  sputum,  including  blood  and  spinal  fluid. 

o Develop  methods  to  distinguish  latent  and  active  tuberculosis  infections. 

o Identify  low  molecular  weight  compounds  or  metabolites  that  may  serve  as  specific  markers  for  active  or  latent 
tuberculosis  infection  and/or  reflect  the  extent  of  the  bacterial  burden. 

o Develop  improved  in  vitro  or  animal  models  for  evaluation  of  diagnostics. 

o Characterize  cell  surface  antigens,  including  those  expressed  exclusively,  or  primarily,  during  intracellular  growth 
and  develop  their  use  for  diagnosis  of  active  disease. 

o Define  and  characterize  immune  mechanisms  associated  with  latent  tuberculosis  infections  and  the  mechanisms  by  which 
M.  tuberculosis  persists  in  a quiescent  state,  and  develop  for  use  in  the  diagnosis  of  latent  infection. 

o Define  and  characterize  immune  mechanisms  associated  with  latent  tuberculosis  infections  and  the  mechanisms  by  which 
M.  tuberculosis  persists  in  a quiescent  state,  and  develop  for  use  in  the  diagnosis  of  latent  infection. 

SPECIAL  REQUIREMENTS 

N I A ID  program  staff  will  organize  annual  meetings  that  Principal  Investigators  and  other  key  members  (as  designated  by 
the  Principal  Investigators)  of  the  projects  will  be  invited  to  attend  to  discuss  progress.  Funds  for  travel  to  these 
meetings  should  be  included  in  the  budget. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  include  minorities  and  women  in  study  populations. 
This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately 
represented  in  clinical  research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should 
be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  January  7,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  The  letter  of  intent  is  not  required.  It  allows  N I AID  staff  to  estimate  the  potential  review  workload 
and  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Uestwood  Building,  Room  449,  Bethesda,  MD  20892.  Applicants  for  FIRST 
(R29)  awards  must  attach  three  reference  letters  (in  sealed  envelopes)  to  the  face  page  of  the  original  application. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center  of 
Research  Resources  may  wish  to  identify  the  Center  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  the  GCRC  Program  Director  must  be  included  in  the  application  material. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  of  the  application  form  must  be  affixed  to  the  bottom  of  the  face 
page.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the 
review  committee  in  time  for  review.  In  addition,  the  RFA  title  (TUBERCULOSIS  DIAGNOSTICS)  and  number  (AI-93-023)  must 
be  typed  on  line  2a  of  the  face  page  of  the  application. 

The  typed  original  signed  original  application  package  and  three  exact  single-sided  photocopies  must  be  sent  or  delivered 
in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892 

At  the  time  of  submission,  two  additional  exact  copies  must  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under 
INQUIRIES. 

Applications  received  after  the  receipt  date  will  be  returned  without  review. 

The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  announcement  that  is 
essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application. 
The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  exclude 
the  submission  of  substantial  revisions  of  application  already  reviewed.  These  applications  must,  however,  include  an 
introduction  addressing  the  previous  critique. 

REVIEU  CONSIDERATIONS 

Upon  receipt,  applications  and  supporting  material  will  be  reviewed  by  the  DRG  for  completeness  and  by  the  NIAID  staff 
for  responsiveness  to  the  RFA.  Incomplete  applications  will  be  returned  without  further  consideration.  If  the 
application  is  not  responsive  to  the  RFA,  NIAID  staff  will  contact  the  applicant  to  determine  whether  to  return  the 
application  or  submit  it  for  review  in  competition  with  unsolicited  application  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  ICO  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will  withdraw 
from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant  Principal 
Investigator  and  institutional  official.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in 
accordance  with  the  criteria  stated  in  the  RFA  for  scientif ic/technical  merit  by  an  appropriate  peer  review  group 
convened  by  the  NIAID.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Allergy  and  Infectious 
Diseases  Council. 

AUARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1994. 

The  NIAID  will  consider  for  funding  all  ROIs  and  R29s  rated  by  peer  review  as  having  significant  and  substantial 
scientific  merit.  Awards  are  subject  to  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  request  for  the  RFA  to: 

Dr.  John  Foulds 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3B10 

Bethesda,  MD  20892 

Telephone:  (301)  496-5305 

FAX:  (301)  496-8030 

E-Mail:  Jfouldsaexec.niaid.pc.niaid.nih.gov 
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Direct  inquiries  regarding  the  review  of  applications  and  address  the  letter  of  intent  to: 


Dr.  Olivia  Preble 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C19 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Todd  Ball 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B35 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  supported  under  authorization  of  the  Public  Health  Service  Act,  Sec.  301  (c).  Pub l ic  Law  78-410,  as 
amended.  The  Catalogue  of  Federal  Domestic  Assistance  Citation  is  Sec.  93.856,  Microbiology  and  Infectious  Diseases 
Research.  Awards  will  be  administered  under  PHS  grant  pol icies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requi rements  of  Executive  Order  12372  or  Health  Systems 
review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


AUTOIFWUNE  ENDOCRINE  DISEASE 

NIH  GUIDE.  Volume  22,  Number  34,  September  24,  1993 
PA  NUMBER:  PA-93- 114 

P.T.  34;  K.U.  0715015,  0785050,  0755030,  0765033,  0755020,  1002008 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Allergy  and  Infectious  Diseases 

PURPOSE 

The  National  Insti tute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  and  the  National  Insti tute  of  Allergy  and 
Infectious  Diseases  (NIAID)  invite  investigator-initiated  research  grant  applications  specifically  targeted  to  study 
of  the  causes,  etiology,  pathogenesis,  and  treatment  of  autoimmune  endocrine  diseases,  and  in  particular  autoimmune 
thyroid  disease  and  i nsu l i n-dependent  diabetes  mellitus. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevent i on  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  program  announcement.  Autoimmune 
Endocrine  Disease,  is  related  to  the  priority  area  of  research  on  women's  health.  Potential  applicants  may  obtain  a 
copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001 -00474-0)  or  Healthy  People  2000  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Appl ications  from  minorities  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  will  be  the  research  project  grant  (R01).  The  policies  that  govern  the 
research  grant  programs  of  the  National  Institutes  of  Health  will  prevai l . Support  for  this  sol ici tation  is  contingent 
upon  receipt  of  appropriated  funds.  S i nee  a variety  of  approaches  would  represent  valid  responses  to  this  solicitation, 
it  is  anticipated  that  there  will  be  a range  of  costs  among  individual  grants  awarded;  however,  it  is  anticipated  that 
awards  will  average  approximately  $200,000  per  year  in  total  costs.  With  respect  to  post-award  administration,  the 
current  pol icies  and  requi rements  that  govern  the  research  grant  programs  of  the  NIH  will  preva i l . 

RESEARCH  OBJECTIVES 

The  purpose  of  this  initiative  is  to  stimulate  basic  and  clinical  research  applications  that  will  further  the 
understanding  of  the  causes  and  therapeutic  modalities  of  autoimmune  endocrine  diseases. 

Background 

Autoimmune  endocrine  diseases,  including  those  involving  the  thyroid  (Graves'  disease,  Hashimoto's  thyroiditis),  insulin 
dependent  diabetes  mel l i tus  (IDDM),  and  Addison's  disease  are  among  the  most  prevalent  or  common  endocrine  disorders. 
These  disorders  often  strike  young  people,  resulting  in  considerable  loss  of  productivity  and  long-term  increases  in 
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health  care  costs.  Several  of  these  autoimmune  endocrine  diseases  also  have  a higher  incidence  among  women,  especially 
the  autoimmune  thyroid  diseases,  and  in  particular  Hashimoto's  disease,  the  most  common  thyroid  autoimmune  disorder, 
which  has  a four-fold  greater  incidence  in  women.  People  with  one  autoimmune  endocrine  disease  are  at  increased  risk 
for  another  of  these  disorders,  as  are  family  members  of  patients  with  autoinmune  endocrine  disease.  A recent  NIDDK 
workshop  entitled  "Autoimmune  Thyroid  Disease"  brought  together  experts  in  autoimmune  disease  to  exchange 
state-of-the-art  information  in  this  field  and  identify  areas  of  scientific  opportunity.  As  a result  of  this  workshop 
several  key  research  issues  relevant  to  autoimmune  endocrine  diseases  were  identified,  including  the  underlying  nature 
of  autoimmunity,  the  basis  of  increased  incidence  in  women,  and  potential  therapeutic  approaches  to  autoimmune  diabetes 
and  thyroid  disease. 

Recent  observations  have  delineated  many  of  the  pathways  that  regulate  thyroid  hormone  release  and  metabolism.  This, 
together  with  improved  assays  for  thyroid  stimulating  hormone  (TSH),  thyroid  autoantibodies,  and  an  enhanced 
understanding  of  mechanisms  of  signal  transduction  involving  thyroid  hormones  has  greatly  improved  the  laboratory  and 
clinical  assessment  of  thyroid  function.  Nevertheless,  for  autoimmune  endocrine  diseases  considerable  questions  exist 
regarding  the  etiology,  pathogenesis,  and  potential  treatments  directed  at  the  autoimmune  basis  of  these  diseases.  For 
autoimmune  thyroid  diseases,  several  of  the  antigens  that  are  involved  in  the  immune  system  responses,  including  the 
TSH  receptor  for  Graves'  disease  and  thyroid  peroxidase  (TPO)  for  Hashimoto's  thyroiditis,  have  been  identified.  For 
JDDM,  several  potential  antigens  have  been  identified,  including  glutamic  acid  decarboxylase  (GAD).  In  both  instances, 
factors  associated  with  autoimmune  diseases,  including  T-cell,  B-celt,  and  HLA  markers  have  been  implicated  in  disease 
initiation  and  progression.  Possible  therapeutic  interventions  have  focused  on  immune  system  interventions. 
Nevertheless,  the  putative  role(s)  played  by  such  antigens  in  eliciting  and/or  contributing  to  autoimmune  disease  is 
not  known.  Clearly,  a fuller  understanding  of  the  autoimmune  basis  of  these  endocrine  disorders  is  necessary  to  open 
the  way  for  more  effective  immune  (and  other)  system  approaches  to  disease  treatment  and/or  prevention. 

Scope 

Some  examples  of  research  topics  that  would  be  considered  responsive  to  this  solicitation  include,  but  are  not  limited 
to,  the  following: 

o the  etiology,  pathogenesis  and  treatment  of  autoimmune  endocrine  diseases,  including  IDDM,  autoimmune  thyroid  disease, 
and  Addison's  disease 

o the  cellular  and  molecular  basis  of  autoinmune  endocrine  diseases 

o the  molecular  basis  for  the  increased  prevalence  of  autoimmune  endocrine  diseases  in  women 

o the  role  of  cytokines  and  growth  factors  in  the  etiology  and/or  pathophysiology  of  autoinmune  endocrine  diseases 
o the  mechanism  of  increased  susceptibility  to  more  than  one  autoinmune  endocrine  disease 
o postpartum  thyroiditis 

o experimental  animal  or  tissue  culture  models  for  autoimmune  endocrine  disorders 
o the  role  of  islet  cell  antigens  and  antibodies  and  other  potential  antigens  in  IDDM 
o extrathyroidal  manifestations  of  autoimmune  thyroid  disease 
o potential  therapeutic  approaches  to  autoimmune  endocrine  diseases 

These  areas  of  interest  are  not  listed  in  any  order  or  priority.  They  are  only  suggested  examples  of  areas  of  research. 
Applicants  are  encouraged  to  propose  other  areas  that  are  related  to  the  objectives  and  scope  described  above. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

It  is  the  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations  unless  there  is  a good 
reason  to  exclude  them,  and  the  study  design  must  seek  to  identify  any  pertinent  gender  or  minority  population 
differences.  For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority 
differs  in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  which  is  available  from  an  applicant  institution's  office 
of  sponsored  research  and  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  240,  Bethesda,  MD  20892,  telephone  301/594-7248.  Use  the  conventional  format  for  research 
project  grant  applications  and  ensure  that  the  points  identified  in  this  program  announcement  in  the  section  REVIEW 
PROCEDURES  AND  CRITERIA  are  fulfilled.  To  identify  the  application  as  a response  to  this  Program  Announcement,  check 
"YES"  on  item  2a  of  page  one  of  the  application  and  enter  the  title  "Autoimmune  Endocrine  Disease"  and  the  program 
announcement  number:  PA-93- 114. 

Applications  will  be  accepted  in  accordance  with  the  announced  receipt  dates  for  new  applications  (see  receipt  dates 
and  review  schedule  in  application  kits). 
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The  original  and  five  copies  of  the  application  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  received  by  the  NIH,  Division  of  Research  Grants  (DRG),  referred  to  an  appropriate  Initial  Review 
Group  (IRG)  for  scientific  merit  review,  and  assigned  to  individual  Institutes  for  possible  funding.  Referral  decisions 
will  be  governed  by  normal  programmatic  considerations  as  specified  in  the  Referral  Guidelines  of  the  PHS.  Some 
applications  may  receive  dual  assignment.  Applications  will  first  be  reviewed  for  scientific  and  technical  merit  by 
an  IRG  composed  primari  ly  of  non- federal  scientific  consultants.  Fol  lowing  scientific-technical  review,  the  appl  icat  ions 
will  receive  a second-level  review  by  the  Institute's  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  NIDDK  or  NIAID.  The 
factors  to  be  considered  in  making  funding  decisions  include: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Ronald  N.  Margol is,  Ph.D. 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

Bethesda,  MD  20892 

Telephone:  (301)  594-7549 

FAX:  (301)  594-9011 

Elaine  Collier,  M.D . 

Division  of  Allergy,  Immunology,  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases/NIH 

Solar  Building,  Room  4A-20 

Bethesda,  MD  20892 

Telephone:  (301)  496-7985 

FAX:  (301)  402-2571 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Kim  Law 

Grants  Management  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  549D 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.847  and  93.855.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158, 
42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 


3 1496  00603  2026 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbaid  Avenue 
Bethesda,  MD  20816 
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NOTICES 


NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  35,  October  1,  1993 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor  a series 
of  workshops  on  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional  officials  for 
the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest  in  research  involving 
human  persons  and  those  currently  serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The  current  schedule  includes: 

WESTERN  WORKSHOP 

DATES:  November  4-5,  1993 

LOCATION 

Radisson  Hotel  Denver  South,  Denver,  CO 
SPONSORS 

University  of  Colorado  Health  Sciences  Center,  Denver,  CO 
University  of  Southern  Colorado,  Pueblo,  CO 

REGISTRATION 

Ms.  Mary  Peratt,  Secretary  IRB 

University  of  Colorado  Health  Sciences  Center 

4200  East  Ninth  Avenue  (Box  C-290) 

Denver,  CO  80262 
Telephone:  (303)  270-7960 

TITLE:  Medical  Research:  Protection  of  Vulnerable  Subjects 

DESCRIPTION:  IRBs  are  confronted  with  a complexity  of  questions  and  ethical  issues  that  seldom  have  defined  answers 
or  ready  resolve.  Some  of  the  more  perplexing  clinical  research  protocols  presented  for  review  are  studies  involving 
human  subjects  in  overt,  at-risk  groups.  This  human  subjects  workshop  will  address  protections  of  highly  vulnerable 
and  protected  human  populations.  Discussions  will  focus  on  the  ethical  principles,  protective  measures,  and  definitions 
of  criteria  for  informed  consent  that  are  tantamount  for  IRB  reviews  when  members  of  these  vulnerable  groups  are  subjects 
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of  research  studies.  Subject  groups  and  protocols  to  be  covered  will  be  focused  on  prisoners,  children,  mentally 
compromised,  AIDS  and  HIV- infected,  geriatric,  and  emergency  room. 

The  conference  program  is  designed  to  be  of  value  to  physicians,  nurses,  pharmacists,  scientific  investigators, 
pharmaceutical  and  medical  device  company  representatives,  and  other  health  care  professionals.  All  IRB  members, 
faculty,  and  students  in  health  care  areas  and  administrators  will  benefit  from  the  conference.  Critical  attention  will 
be  given  to  Federal  regulations  governing  these  special  groups,  professional  judgment,  real  and  perceived  elements  of 
"implied,"  "second,"  and  "third"  party  consents.  Conference  emphasis  will  be  placed  on  the  assessment  of  risks  and 
protection  of  the  vulnerable  subject  with  the  application  of  medical,  legal,  psychosocial  and  ethical  standards  and 
principles.  The  conference  format  is  structured  to  promote  the  optimum  exchange  of  ideas  and  discussion  through  small 
and  large  group,  topic-defined,  informal,  and  provocative  sessions. 

WEST  COAST  WORKSHOP 

DATES:  January  23-24,  1994 

LOCATION 

Doubletree  Hotel,  Pasadena,  CA 
SPONSORS 

City  of  Hope  National  Medical  Center,  Duarte,  CA 

Charles  R.  Drew  University  of  Medicine  and  Science,  Los  Angeles,  CA 

REGISTRATION 
Ms.  Donna  Pearce 
Administrative  Secretary,  IRB 
City  of  Hope  National  Medical  Center 
Beckman  Research  Institute 
Duarte,  CA  91010 

Telephone:  (818)  359-8111,  ext.  2700 

TITLE:  Ethical  Issues  in  Human  Subject  Research:  Catastrophic  Diseases  and  Minorities 

DESCRIPTION:  This  workshop  is  intended  for  physicians,  nurses,  pharmacists,  and  other  health  care  professionals  as  well 
as  administrators,  members  of  Institutional  Review  Boards,  students,  ethicists  and  legal  experts,  and  lay  persons  with 
interest  and  concern  for  human  subject  research.  The  program  will  address  the  following  issues:  (1)  new  governmental 
policies  on  hunan  subject  research;  (2)  resolving  ethical  principles  in  clinical  research  on  AIDS,  gene  transfer,  and 
cancer  prevention  trials  involving  catastrophic  illnesses;  (3)  drug  trials  and  parallel  track  protocols;  (4)  minorities 
as  research  subjects;  and  (5)  the  uncertain  fate  of  clinical  research  in  the  current  era  of  health  care  reform. 

SOUTH  COAST  CENTRAL  WORKSHOP 

DATES:  February  17-18,  1994 

LOCATION 

Fairmont  Hotel,  New  Orleans,  LA 
SPONSORS 

University  of  New  Orleans  - Lakefront,  New  Orleans,  LA 
Xavier  University  of  Louisiana,  New  Orleans,  LA 

REGISTRATION 

Ms.  Anne  O' Hearn  Jakob 

Office  of  Conference  Services 

University  of  New  Orleans  - Lakefront 

New  Orleans,  LA  70148 

Telephone:  (504)  286-7118 

TITLE:  Recent  Trends  in  Human  Subjects  Research 

DESCRIPTION:  The  purpose  of  this  conference  is  to  explore  recent  issues  and  trends  related  to  the  protection  of  human 
subjects  in  research.  It  will  provide  discussions  and  opportunities  among  participants  to  share  views  on  NIH's  new 
guidelines  on  fetal  research,  the  inclusion  of  women  and  minorities  in  research,  and  FDA's  recent  policy  on  enrolling 
women  of  childbearing  age  in  drug  trials. 

Workshops  and  meetings  will  be  conducted  by  faculty  of  more  than  25  national  experts  whose  research  interests  include 
alzheimer's  disease,  environmental  research,  women's  health,  human  genome  research,  biomedical  research,  and  others. 

INQUIRIES 

For  further  information  regarding  these  workshop  and  future  NIH/FDA  National  Human  Subject  Protections  Workshops, 
contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B63 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


NEW  METHODS  OF  GENE  THERAPY  FOR  GENETIC  METABOLIC  DISEASES 

NIH  GUIDE.  Volume  22,  Number  35,  October  1,  1993 
RFA  AVAILABLE:  DK-94-001 

P.T.  34;  K.W.  0745032,  0715135,  1002019,  1002008,  0760053 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Neurological  Disorders  and  Stroke 

Letter  of  Intent  Receipt  Date:  January  26,  1994 
Application  Receipt  Date:  February  23,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA,  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  ''INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  and  the  National  Institute  of  Neurological 
Diseases  and  Stroke  (NINDS)  invite  investigators  to  submit  innovative  research  applications  for  the  development  or 
improvement  of  techniques  focused  on  achieving  successful  human  gene  therapy  for  the  treatment  of  metabolic  diseases. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  New  Methods  of  Gene  Therapy 
for  Genetic  Metabolic  Diseases,  is  related  to  the  priority  areas  of  infant  health  and  chronic  disabling  conditions. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  (202)  783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01)  award.  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Awards  will  be  administered  under 
PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement  and  as  stated  in  the  RFA. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator-initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures.  The  total 
requested  project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  five  years.  A maximum  of 
three-years  will  be  requested  for  foreign  awards.  The  maximum  dollar  request  is  limited  to  $160,000  in  direct  costs 
for  the  initial  budget  period.  Budgets  should  be  commensurate  with  the  degree  of  development  of  the  proposal  and  the 
supporting  preliminary  data.  High  risk  applications  should  reflect  the  experimental  nature  of  the  work  by  requesting 
a reduced  budget  and  a shorter  duration.  Applications  with  a more  developed  hypothesis  supported  by  preliminary  data 
may  request  budgets  up  to  the  cap.  The  anticipated  average  amount  of  the  direct  costs  awards  is  $130,000.  The  earliest 
possible  award  date  will  be  September  30,  1993. 

FUNDS  AVAILABLE 

For  FY  1994,  $2,000,000  will  be  committed  by  the  NIDDK  and  $500,000  by  the  NINDS  to  fund  applications  submitted  in 
response  to  this  RFA.  It  is  anticipated  that  approximately  12  new  awards  will  be  made.  However,  this  funding  level 
is  dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Applicants  must  limit 
their  requests  to  not  more  than  $160,000  direct  costs  for  the  initial  budget  period.  Although  this  program  is  provided 
for  in  the  financial  plans  of  the  NIDDK  and  NINDS,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the 
availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  initiative  is  to  stimulate  innovative  research  applications  addressing  the  areas  of  gene  therapy 
that  are  the  roadblocks  to  treatment  of  genetic  metabolic  diseases.  This  initiative  is  an  important  addition  to  a broad 
program  for  the  development  or  improvement  of  therapies  for  metabolic  diseases  including  cystic  fibrosis  and  degenerative 
diseases  such  as  gangliosidoses  and  other  neuronal  storage  diseases. 

Genetic  diseases  taken  together  account  for  substantial  morbidity  and  mortality.  It  has  been  estimated  that  200,000 
babies  are  born  each  year  with  a genetic  disease.  Since  these  disorders  manifest  a variety  of  serious  symptoms  including 
in  many  cases  brain  degeneration,  debilitating  illness,  and  premature  death,  they  represent  a substantial  burden  in  both 
health  care  costs  and  himan  suffering  for  the  patients  and  their  families.  For  many  of  these  diseases  no  effective 
treatment  is  currently  available  and  gene  therapy  remains  the  only  hope. 
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Although  individual  diseases  have  particular  problems  that  will  need  to  be  resolved,  there  are  some  general  problems 
that  have  impeded  the  progression  of  gene  therapy  from  the  laboratory  to  the  patient.  Some  of  these  problems  include 
the  inability  to  maintain  high  levels  of  expression  for  indefinite  periods  of  time  in  a variety  of  tissues,  the  inability 
to  infect  terminally  differentiated  cells  and  the  infrequent  targeting  of  a gene  into  its  normal  locus.  Experiments 
designed  to  solve  these  basic  problems  in  gene  therapy  would  advance  the  whole  field. 

The  area  of  gene  therapy  for  metabolic  diseases  has  evolved  quickly.  In  order  to  further  accelerate  progress,  many  new 
directions  must  be  evaluated  quickly  for  their  feasibility  as  approaches  for  gene  therapy.  Studies  of  new  viral  vectors, 
chimeric  vectors,  and  improvement  in  delivery  vehicles  such  as  liposomes  and  receptor-mediated  endocytosis  would  be  some 
examples  of  areas  in  need  of  further  development.  Therefore,  this  program  featuring  the  option  of  a limited  award  for 
the  study  of  the  feasibility  of  new  approaches  is  being  announced.  Applications  proposing  innovative  new  approaches 
that  if  successful  would  have  profound  implications  for  advancing  gene  therapy  will  be  considered,  even  with  limited 
preliminary  data. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not 
be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  26,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NIDDK 
and  NINDS  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 
Telephone:  (301)  594-7515 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (revised  9/91),  available  in  the  office  of  sponsored  research  of 
most  academic  or  research  institutions  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone:  (301)  594-7248.  Applications  must 
be  received  by  February  23,  1994.  Detailed  instructions  on  submission  procedures  are  described  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NIDDK  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the  applications  will  be  given 
a secondary  review  by  the  NIDDK  Advisory  Council  or  NINDS  Advisory  Council  as  appropriate  unless  not  recommended  for 
further  consideration  by  the  initial  review  group.  Applications  that  are  incomplete  or  unresponsive  to  the  RFA  will 
be  returned  to  the  applicant  or  held  until  the  next  regular  receipt  date  and  reviewed  by  the  Division  of  Research  Grants. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Inquiries  regarding  programmatic  issues  and  requests 
for  the  RFA  may  be  directed  to: 

Dr.  Catherine  McKeon 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

Bethesda,  MD  20892 

Telephone:  (301)  594-7582 

FAX:  (301)  594-9011 

Dr.  Judy  A.  Small 

Division  of  Convulsive,  Developmental  and  Neuromuscular  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  8C04 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-5821 

FAX:  (301)  402-0887 
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Inquiries  regarding  fiscal  matters  may  be  directed  to; 


Ms.  Donna  Huggins 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

Mr.  King  P.  Bond,  Jr. 

Division  of  Extramural  Affairs 

national  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  1004 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9231 

FAX:  (301)  402-0219 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.847  and  93.553  and  93.854.  Awards  are 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


CYSTIC  FIBROSIS  RESEARCH  CENTERS 

NIH  GUIDE.  Volume  22,  Number  35,  October  1,  1993 

RFA  AVAILABLE:  DK-94-002 

P.T.  34;  K.W.  0715165,  0710030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  January  18,  1994 
Application  Receipt  Date:  February  15,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

Cystic  Fibrosis  (CF)  Research  Centers  will  foster  multidisciplinary  approaches  to  research  ranging  from  elucidation  of 
the  molecular  pathogenesis  of  CF  to  development  of  new  therapies  for  this  disorder. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Cystic  Fibrosis  Research 
Centers,  is  related  to  the  priority  area  of  chronic  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  for-profit  and  non-profit  organizations,  public  and  private,  such  as  universities, 
colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the  Federal  government . 
Minority  individuals  and  women  are  encouraged  to  subnit  as  Principal  Investigators. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  specialized  center  of  research  (SCOR)  (P50)  award.  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Awards  will  be 
administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement  and  as  stated  in  the  RFA. 

The  anticipated  awards  are  for  five  years  and  are  contingent  upon  the  availability  of  appropriated  funds.  Applicants 
may  not  request  more  than  $750,000  in  direct  costs  in  any  year.  The  award  date  for  these  grants  will  be  September  30, 
1994. 

FUNDS  AVAILABLE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  expects  to  award  up  to  four  specialized 
centers  of  research  (P50)  in  fiscal  year  1994  for  research  on  cystic  fibrosis.  The  receipt  of  four  competitive 
continuation  applications  is  anticipated,  and  these  appl i cat  ions  will  be  in  competition  for  the  awards  with  other 
applications  received  in  response  to  this  announcement.  The  total  amount  of  avai lable  funds  to  support  this  program 
is  anticipated  to  be  $2.3  million  per  year.  However,  this  funding  level  is  dependent  upon  the  receipt  of  a sufficient 
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number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the 
NIDDK,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Cystic  fibrosis  (CF)  is  a devastating  genetic  disease  affecting  approximately  1 in  2500  Caucasians.  Since  the  cloning 
of  the  CF  gene  and  identification  of  its  protein  product  as  a cAMP- regulated  chloride  channel,  molecular  understanding 
of  this  disorder  has  progressed  rapidly.  Nonetheless  many  questions  about  molecular  pathogenesis  with  important 
implications  for  therapy  remain  to  be  answered.  Life  expectancy  has  increased  to  nearly  30  years  due  to  improvements 
in  treatment  of  infection  and  therapy  directed  at  the  pulmonary  and  nutritional  compl ications  of  CF.  The  challenge  now 
is  to  further  define  the  molecular  mechanisms  underlying  CF  and  to  translate  information  about  the  molecular  basis  of 
disease  into  new  treatments  such  as  gene  therapy,  pharmacologic  therapy  and  protein  therapy. 

The  dramatic  progress  in  understanding  the  molecular  basis  of  CF  has  been  due  in  large  part  to  collaborations  among 
scientists  with  expertise  in  physiology,  cell,  molecular  and  structural  biology,  genetics  and  biochemistry. 
Multidisciplinary  approaches  are  key  to  maintaining  the  rapid  expansion  of  our  knowledge  of  CF.  Specialized  centers 
of  research  are  for  the  support  of  a broadly-based  multidisciplinary  or  multifaceted  research  program  that  has  a 
well-defined  major  objective  or  central  theme.  For  Cystic  Fibrosis  SCOR  grants  this  theme  must  address  the  central 
questions  relevant  to  elucidation  of  the  pathogenesis  of  CF  and/or  development  of  new  therapeutic  approaches  for  CF. 
SCORS  provide  for  integration  of  efforts  of  independent  scientists  investigating  various  aspects  of  the  central  theme. 
Collectively  these  projects  should  demonstrate  essential  elements  of  unity  and  interdependence  and  result  in  a greater 
contribution  to  program  goals  than  would  occur  if  each  project  were  pursued  individually.  These  centers  provide  both 
for  support  of  research  projects  as  well  as  for  support  of  common  resources  and  facilities  (cores)  which  are  available 
to  the  individual  projects  comprising  the  program.  An  application  must  have  a least  three  meritorious  research  projects. 
Cores  must  provide  essential  functions,  services,  techniques,  determinations  or  instrumentation  that  will  enhance  at 
least  two  approved  individual  research  projects. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not 
be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  18,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  A letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications. 

The  letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 
Telephone:  (301)  496-7083 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (rev.  9/91),  available  in  the  office  of  sponsored  research  at  most 
academic  or  research  institutions  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248.  The  RFA  label 
available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page  and  the  RFA  title  and  number 
must  be  typed  on  line  2a  of  the  face  page  of  the  application  and  the  YES  box  must  be  marked.  Detailed  instructions  on 
submission  procedures  are  described  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NIDDK  in  accordance  with  the  usual  NIH  peer  review  procedures.  (See  RFA  for  review  criteria  to  be  used  in  initial 
review.)  Following  initial  review,  the  applications  will  be  given  a secondary  review  by  the  National  Diabetes  and 
Digestive  and  Kidney  Diseases  Advisory  Council  unless  not  recommended  for  further  consideration  by  the  initial  review 
group.  Applications  that  are  incomplete  or  unresponsive  to  the  RFA  will  be  returned  to  the  applicant. 
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INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Inquiries  regarding  programmatic  issues  and  requests 
for  the  RFA  may  be  directed  to: 

Judith  E.  Fradkin,  M.D. 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  621 
Bethesda,  MD  20892 
Telephone:  (301)  594-7567 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Linda  M.  Stecklein 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  653 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.847  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

BASIC  RESEARCH  OH  HEMATOPOIETIC  STEM  CELL  BIOLOGY 

NIH  GUIDE.  Volume  22,  Number  35,  October  1,  1993 
RFA  AVAILABLE:  DK-94-005 

P.T.  34;  K.W.  1002004,  1002008,  0760020,  0760075,  0755010 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  November  18,  1993 
Application  Receipt  Date:  January  18,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  “INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Division  of  Kidney,  Urologic,  and  Hematologic  Diseases  (DKUHD),  National  Institute  of  Diabetes  and  Digestive  and 
Kidney  Diseases  (NIDDK),  and  the  Division  of  Blood  Disease  and  Blood  Resources  (DBDR),  National  Heart,  Lung,  and  Blood 
Institute  (NHLBI)  are  soliciting  grant  applications  for  support  of  basic  research  focused  on  the  biology  of  hematopoietic 
stem  cells. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Basic  Research  on  Hematopoietic 
Stem  Cell  Biology,  is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  conditions.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government . Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators.  Foreign 
institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  award. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01)  and  FIRST  (R29)  awards  and  is  a one-time 
solicitation.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that 
of  the  applicant.  Awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing  continuation  applications  will  compete 
with  all  investi gator- initiated  applications  and  will  be  reviewed  according  to  the  customary  peer  review  procedures. 
The  total  requested  project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  four  years.  The 
earliest  possible  award  date  will  be  August  1,  1994. 
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FUNDS  AVAILABLE 


For  FY  1994,  $2,500,000  will  be  committed  by  the  NIDDK  to  fund  applications  submitted  in  response  to  this  RFA.  The  NHLBI 
has  set  aside  up  to  $800,000  for  this  purpose.  It  is  anticipated  that  14  to  16  awards  will  be  made.  However,  this 
funding  level  is  dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Applicants 
must  limit  their  requests  to  not  more  than  $160,000  direct  costs  for  the  initial  budget  period.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NIDDK,  the  award  of  grants  pursuant  to  this  RFA  also  is  contingent  upon 
the  availability  of  funds  for  this  purpose. 

It  is  anticipated  that  the  majority  of  awards  made  from  this  RFA  will  be  for  new  projects. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  announcement  is  to  solicit  basic  research  applications  that  propose  to  investigate  the  biology  of 
hematopoietic  stem  cells  at  the  molecular  and  cellular  level,  with  particular  emphasis  on  human  cells.  A major  goal 
is  to  develop  the  means  to  use  stem  cells  as  vehicles  for  gene  therapy.  Studies  are  needed  on  isolation  and  purification 
of  stem  cells,  especially  of  human  origin;  improvement  of  the  ability  to  culture,  maintain  and  expand  stem  cells; 
development  of  assays  for  human  stem  cells;  description  of  the  behavior  of  human  stem  cells  in  in  vivo  systems; 
identification  of  the  factors  controlling  stem  cell  commitment,  differentiation  and  cycling;  stem  cell  trafficking, 
engraftment  and  interactions;  and  identification  of  stem  cell-specific  genes. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  the  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided.  Applications 
without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested,  but  not  required,  to  submit  a letter  of  intent  to  apply  to  the  RFA.  This  letter 
should  include  the  name,  telephone  number,  and  mailing  address  of  the  Principal  Investigator,  the  names  of  other  key 
personnel,  the  name  of  the  applicant  institution,  and  the  number  and  title  of  this  RFA.  Such  a letter  of  intent  is  not 
binding  and  it  will  not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a necessary 
requirement  for  application.  Letters  of  intent  must  be  received  no  later  than  November  18,  1993  and  are  to  be  addressed 
to: 

Dr.  Robert  Hammond 
Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  The  form  is 
available  from  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248.  FIRST  Award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  Award  applications  submitted  without  the  required  number  of  reference  letters  will 
be  considered  incomplete  and  will  be  returned  without  review.  Applications  must  be  received  by  January  18,  1994 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  DRG  for  completeness.  Incomplete  applications  will  be  returned  to 
the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to  the  RFA,  the  staff  will  contact 
the  applicant  to  determine  whether  it  should  be  returned  to  the  applicant  or  held  until  the  next  regular  receipt  date 
and  reviewed  in  competition  with  all  other  applications. 

Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria  stated  below  for 
scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIDDK.  Applications  may  be  subjected 
to  triage  by  an  NIDDK-convened  peer  review  group  to  determine  their  scientific  merit  relative  to  other  applications 
received  in  response  to  this  RFA.  Those  applications  judged  to  be  competitive  will  be  evaluated  further  for 
scientific/technical  merit  by  the  usual  peer  review  procedures.  Following  this  review,  the  applications  will  be  given 
a secondary  review  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council  and  by  the  National  Heart, 
Lung,  and  Blood  Advisory  Council  unless  not  recommended  for  further  consideration  by  the  initial  review  group. 
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INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Direct  inquiries  regarding  programmatic  issues  and 
requests  for  the  RFA  to: 

David  G.  Badman,  Ph.D. 

Division  of  Kidney,  Urologic,  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  594-7541 

FAX:  (301)  594-7501 

Alan  S.  Levine,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  5A12 

Bethesda,  MD  20892 

Telephone:  (301)  496-5911 

FAX:  (301)  496-9940 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Trude  McCain 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849  (NIDDK)  and  No.  93.839  (NHLBI). 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 
MINORITY  HIGH  SCHOOL  STUDENT  RESEARCH  APPRENTICE  PROGRAM 

NIH  GUIDE.  Volume  22,  Number  35,  October  1,  1993 

PA  NUMBER:  PAR-94-001 

P.T.  44,  FF;  K.W.  0710030,  0720005 

National  Center  for  Research  Resources 

Application  Receipt  Date:  December  1,  1993 

PURPOSE 

The  National  Center  for  Research  Resources  (NCRR),  National  Institutes  of  Health  (NIH),  plans  to  continue  the  Minority 
High  School  Student  Research  Apprentice  Program  (MHSSRAP)  in  1994.  The  purpose  of  the  program  is  to  provide  minority 
high  school  students  with  a meaningful  experience  in  various  aspects  of  health-related  research  in  order  to  stimulate 
their  interest  in  careers  in  science.  The  program  has  recently  been  expanded  to  include  not  only  in-service  elementary, 
middle,  junior,  and  senior  high  school  teachers,  but  also  potential  K-12  science  teachers  in  pre-service  education 
programs.  Eligible  teachers  will  still  be  those  who  are  members  of  a minority  group  or  who  teach  a significant  number 
of  minority  students.  Teachers  may  participate  in  the  program  for  a second  year.  The  hands-on  summer  research  project 
must  be  structured  to  update  the  teachers'  knowledge  and  skills  in  modern  research  tools  and  techniques  as  well  as  to 
strengthen  their  teaching  skills.  The  experience  should  provide  teachers  the  opportunity  to  bring  back  to  the  classroom 
a sense  of  the  excitement  of  research  that  would  stimulate  students  to  pursue  scientific  careers.  A longer  range  goal 
is  to  establish  year  round  linkages  between  pre-service  and  in-service  science  teachers,  elementary  and  secondary  school 
students,  and  biomedical  researchers. 

Awards  are  contingent  on  the  availability  of  appropriated  funds.  Thus,  allocations  may  be  reduced  below  the  amount 
requested  in  the  application.  Upon  recommendation  of  the  National  Advisory  Research  Resources  Council,  the  NCRR  will 
give  preference  in  making  awards  to  those  institutions  that  can  support  a summer  program  having  a "critical  mass"  of 
at  least  five  or  six  students. 

ELIGIBILITY  REQUIREMENTS 

Eligible  organizations  or  organizational  components  are  those  domestic,  non-profit  organizations  that  at  the  time  of 
application,  received  at  least  three  NIH  research  grants  in  the  research  grants  base  (defined  below)  totaling  $200,000 
in  FY  1993,  and  have  this  minimum  threshold  of  active  NIH  research  grant  support,  excluding  no  cost  extensions,  at  time 
of  award.  (For  purposes  of  this  program,  the  "research  grants  base"  is  defined  as  those  grants  awarded  with  the 
following  activity  codes:  KOI,  K02,  K04,  K05,  K06,  K08,  K11,  K12,  K14,  K15,  K16,  K20,  K21,  P01,  P40,  P41,  P42,  P50, 
P60,  R01 , R03,  R10,  R21,  R24,  R29,  R35,  R37,  R55,  S06,  S14,  U01,  U10,  U19,  U24,  U42,  and  U54.)  Recipients  of  an  active 
Minority  Biomedical  Research  Support  (MBRS)  Grant  are  also  eligible. 
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Underrepresented  minority  students  and  teachers  are  defined  as  individuals  who  identify  themselves  as  Black,  Hispanic, 
Native  American,  Pacific  Islander,  or  any  particular  ethnic  or  racial  group  that  has  been  determined  by  the  grantee 
institution  to  be  underrepresented  in  biomedical  or  behavioral  research. 

Participants  eligible  for  support  must  be  U.S.  citizens  or  have  a permanent  visa.  Eligible  students  are  those  who  are 
enrolled  in  high  school  during  the  1993-1994  academic  year.  (Students  who  will  graduate  from  high  school  in  1994  are 
eligible,  as  is  a student  who  participated  in  a previous  year  provided  he/she  is  still  enrolled  at  the  high  school 
level . ) 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  will  be  the  NIH  supplement  (S03). 

Awards  will  be  for  one  year  beginning  March  1,  1994,  contingent  upon  availability  of  appropriated  funds.  Support  will 
be  provided  at  a level  of  $2,000  for  each  student  apprentice,  $3,000  for  each  pre-service  teacher,  and  $5,000  for  each 
in-service  science  teacher.  Applications  may  request  both  students  and  teachers  or  students  only.  No  indirect  costs 
will  be  paid.  Direct  support  must  be  as  salary;  stipends  are  not  allowed.  Funds  allocated  may  also  be  utilized  for 
supplies,  extending  the  research  experience,  or  if  adequate  funds  exist,  for  the  addition  of  a student  apprentice. 
However,  funds  from  these  grants  may  only  be  used  for  the  costs  of  the  apprentice  program.  The  Program  Director  is 
responsible  for  the  recruitment  and  selection  of  the  apprentices  and  science  teachers  and  assignment  of  each  to  an 
appropriate  investigator.  Because  the  nature  and  scope  of  the  proposed  activities  submitted  in  response  to  this 
announcement  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also. 

Students.  Recruitment  and  selection  of  students  must  emphasize  factors  including  the  student's  motivation,  ability, 
scholastic  aptitude,  and  accompl ishments.  In  addition,  consideration  must  be  given  to  science  teachers'  recommendations 
and,  whenever  possible,  the  degree  of  parental  commitment.  Assignments  must  be  made  to  investigators  involved  in 
health-related  research  who  are  committed  to  increasing  the  high  school  student's  understanding  of  research  and  the 
technical  skills  needed. 

Teachers.  Recruitment  and  selection  criteria  for  in-service  teachers  must  include:  experience  and  teaching 
responsibilities,  level  of  interest  in  participating  in  a research  program,  expected  impact  on  their  teaching  programs, 
ability  to  stimulate  minority  students  to  pursue  scientific  careers,  and  future  plans  for  continued  interaction  with 
the  research  institution.  Potential  teachers  should  be  enrolled  in  pre-service  programs  and  have  an  expressed  interest 
in  teaching  life  sciences  at  the  K-12  level. 

APPLICATION  PROCEDURES 

The  application  consists  of  (a)  a letter  stating  the  justification  for  the  number  of  student  and  teacher  positions 
requested  (preference  will  be  given  to  those  institutions  with  a demonstrated  commitment  and  a documented  history  of 
encouraging  students  to  pursue  scientific  careers)  and  (b)  the  original  and  one  signed  and  completed  copy  of  the  face 
page,  page  4 "Detailed  Budget  for  First  12-Month  Budget  Period  Direct  Costs  Only,"  and  checklist  pages  of  the  grant 
application  form  PHS  398  (rev.  9/91).  The  required  pages  of  the  PHS  398  application  form  must  be  completed  according 
to  instructions  provided  in  the  PHS  398  (rev.  9/91)  kit  except  for  the  following: 

Face  Page 

Item  1 - Leave  blank. 

Items  2a  and  2b  - Check  the  box  marked  "YES"  and  type  in  the  number  and  title  of  this  Program  Announcement. 

Items  4 and  5 - Not  applicable;  do  not  complete. 

Item  6,  Dates  of  entire  proposed  project  period  - Enter  03-01-94  through  02-28-95. 

Item  7 and  8 - Insert  the  total  dollar  amount  of  the  request,  which  is  the  sun,  from  application  page  4,  of  the  number 
of  student  positions  requested  times  $2,000  per  student;  the  number  of  pre-service  teachers  requested  times  $3,000;  and 
the  number  of  in-service  teachers  times  $5,000.  No  indirect  costs  will  be  provided;  thus  the  direct  and  total  costs  will 
be  the  same. 

Item  14  - Enter  the  appropriate  organizational  code  (see  descriptive  information  provided  on  page  15  of  the  PHS-398 
form).  Note  that  no  credit  will  be  given  for  the  $03  application. 

Page  4,  "Detailed  Budget  for  First  12-Month  Budget  Period  Direct  Costs  Only"  - Using  ONLY  the  Other  Expenses  category, 
enter  on  separate  lines  the  nunber  of  students  requested  at  $2,000  per  student;  the  number  of  pre-service  teachers 
requested  at  $3,000  per  teacher;  and  the  number  of  in-service  science  teachers  requested  at  $5,000  per  teacher. 

Enter  the  sum  of  the  amounts  requested  for  each  under  the  "TOTALS"  coluim  for  the  Other  Expenses  category  and  under 
"Total  Direct  Costs  for  First  12-Month  Budget  Period"  at  the  bottom  of  the  page. 

The  original  and  one  copy  of  the  student  and  teacher  report(s),  signed  by  the  Program  Director,  must  be  submitted  with 
the  renewal  application  by  December  1 so  that  the  data  contained  in  these  reports  can  be  used  by  NCRR  to  decide  about 
policies  and  future  funding  for  the  MHSSRAP. 

These  reports  must  also  be  submitted  at  the  same  time  even  if  renewal  support  is  not  requested.  All  reports,  including 
the  Financial  Status  Report,  must  be  submitted  to  the  NIH  by  the  grantee  institution  no  later  than  May  31,  1994,  unless 
an  extension  of  the  budget  period  end  date  has  been  authorized  in  writing. 
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Applications  must  be  received  by  December  1,  1993  by: 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 

Do  NOT  mail  the  application  to  the  Division  of  Research  Grants,  NIH. 
INQUIRIES 


3 1496  00595  7348 


Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 


Direct  inquiries  regarding  programmatic  issues  to: 


Marjorie  A.  Tingle,  Ph.D. 

Biomedical  Research  Support  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  10A-11 
Bethesda,  MD  20982 
Telephone:  (301)  594-7947 


Direct  inquiries  regarding  fiscal  matters  to: 


Ms.  Mary  V.  Niemiec 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20982 
Telephone:  (301)  594-7955 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.337,  Biomedical  Research  Support.  Grants 
will  be  awarded  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (a)(3);  Public  Law  78-410  (42  USC  241) 
as  amended,  and  administered  under  PHS  grants  policies  and  Federal  Regulations  45  CFR  74  and  the  Guidelines  for  Minority 
High  School  Student  Research  Apprentice  Program.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 


BIOMEDICAL  AND  BEHAVIORAL  RESEARCH  ON  ALCOHOL  AND  WOMEN  (RFA  AA-94-001)  1 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM 

BIOMEDICAL  AND  BEHAVIORAL  RESEARCH  ON  ALCOHOL  AND  YOUTH  (RFA  AA-94-002)  4 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM 

ALCOHOL  AND  MINORITIES:  BIOMEDICAL  AND  BEHAVIORAL  RESEARCH  (RFA  AA-94-003)  6 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM 

UNDERDEVELOPED  AREAS  OF  ALCOHOL  ABUSE  PREVENTION  RESEARCH  (RFA  AA-94-004)  9 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM 

HEALTH  SERVICES  RESEARCH  ON  ALCOHOL-RELATED  PROBLEMS  (RFA  AA-94-005)  . 11 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM 

INITIATIVE  FOR  MINORITY  STUDENTS:  BRIDGES  TO  THE  BACCALAUREATE  DEGREE  (RFA  6M-94-001)  13 

National  Institute  of  General  Medical  Sciences 
INDEX:  GENERAL  MEDICAL  SCIENCES 

INITIATIVE  FOR  MINORITY  STUDENTS:  BRIDGES  TO  THE  DOCTORAL  DEGREE  (RFA  GM-94-002)  ...  17 

National  Institute  of  General  Medical  Sciences 
INDEX:  GENERAL  MEDICAL  SCIENCES 

GENETICALLY  ENHANCED  CARDIOVASCULAR  IMPLANTS  (RFA  HL-93-019)  . 21 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

DRUG  DEPENDENCE  RESEARCH  CENTER  GRANT  PROGRAM  (RFA  DA-94-001)  24 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

KIDNEY  DISEASES  AND  HYPERTENSION  IN  AFRICAN  AMERICANS  (RFA  DK-94-003)  26 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY 


ONGOING  PROGRAM  ANNOUNCEMENTS 

BEHAVIORAL  SCIENCE  TRACK  AWARD  FOR  RAPID  TRANSITION  (PAR-94-002)  28 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 


This  publication  is  available  electronically  to  institutions  via  BfTNET  or  INTERNET  and  is  also  on  tho  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

BIOMEDICAL  AND  BEHAVIORAL  RESEARCH  ON  ALCOHOL  AND  WOMEN 

NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 
RFA  AVAILABLE:  AA-94-001 

P.T.  34,  II;  K.U.  0404003,  0404000,  0414014,  0745027 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Application  Receipt  Date:  January  12,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  “INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  is  seeking  research  grant  applications  to  study  the 
health,  biological,  behavioral,  psychosocial,  and  other  consequences  of  alcohol  consumption  on  women,  identify  risk  and 
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protective  factors,  and  develop  more  effective  identification,  treatment  and  prevention  strategies  and  programs. 
HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Biomedical  and  Behavioral 
Research  on  Alcohol  and  Women,  is  related  to  the  priority  areas  of  alcohol  abuse  reduction  and  alcoholism  treatment. 
Potential  applicants  may  obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit  organizations,  such 
as  universities,  colleges,  hospitals,  research  institutes  and  organizations,  units  of  State  or  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Foreign 
institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards  (R29). 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  obtained  through  applications  for  a regular  research  grant  (R01)  or  FIRST  Award  (R29). 
Appl  icants  for  R01s  may  request  support  for  up  to  five  years.  In  FY  1992,  the  average  total  cost  per  year  for  new  ROIs 
funded  by  NIAAA  was  approximately  $200,000.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this 
RFA  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also.  FIRST  Award  applications  must  be  for  five 
years.  Total  direct  costs  for  the  five-year  period  may  not  exceed  $350,000  or  $100,000  in  any  one  budget  period.  FIRST 
Awards  cannot  be  renewed,  but  grantees  may  apply  for  R01  support  to  continue  research  on  the  same  topics. 

Applicants  for  FIRST  Awards  may  obtain  copies  of  the  FIRST  program  announcement  from  the  National  Clearinghouse  for 
Alcohol  and  Drug  Information,  P.0.  Box  2345,  Rockville,  Maryland  20852,  telephone:  301-468-2600  or  1-800-729-6686. 
Program  project  grants  (P01)  will  not  be  accepted  for  this  RFA. 

Applicants  may  submit  Investigator- Initiated  Interactive  Research  Project  Grants  (IRPG).  Interactive  Research  Project 
Grants  require  the  coordinated  submission  of  related  research  project  grant  (R01)  and,  to  a limited  extent  FIRST  Award 
(R29)  applications  from  investigators  who  wish  to  collaborate  on  research,  but  do  not  require  extensive  shared  physical 
resources.  These  applications  must  share  a common  theme  and  describe  the  objectives  and  scientific  importance  of  the 
interchange  of,  for  example,  ideas,  data,  and  materials  among  the  collaborating  investigators.  A minimum  of  two 
independent  investigators  with  related  research  objectives  may  submit  concurrent,  collaborative,  cross-referenced 
individual  R01  and  R29  applications.  Applicants  may  be  from  one  or  several  institutions.  Further  information  on  the 
IRGP  mechanisms  is  available  in  program  announcement  PA-93-078,  NIH  Guide  for  Grants  and  Contracts,  Vol.  22,  No.  16, 
April  23,  1993. 

FUNDS  AVAILABLE 

It  is  estimated  that  up  to  two  million  dollars  in  total  will  be  available  for  approximately  8 to  10  grants  under  this 
RFA  in  FY  1994.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIAAA,  the  award  of  grants 
pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  objective  of  this  RFA  is  to  foster  research  that  will  ultimately  lead  to  the  reduction  of  alcohol  abuse,  dependence, 
and  consequences  among  women.  Such  research  may  address  the  etiologic  factors  (including  cellular  and  molecular 
mechanisms,  unique  neurobiological,  hormonal,  and  behavioral  vulnerabilities),  incidence,  prevalence,  and  natural  history 
of  alcohol-related  medical  consequences;  identify  risk  factors  and  markers  of  risk  that  predict  development  of  alcohol 
dependence  or  enhanced  vulnerability  to  specific  alcohol  induced  organ  or  tissue  damage;  examine  gender  differences  in 
the  interaction  of  genetic,  individual  and  environmental  factors;  dociment  barriers  to  diagnosis,  intervention  and 
treatment  specific  to  women;  and  develop  and  test  more  effective  intervention  strategies  for  the  prevention  and  treatment 
of  alcohol -related  problems  among  women  across  the  lifespan  from  childhood  to  old  age. 

Areas  of  research  interest  include,  but  are  not  limited  to,  studies  of  the  natural  history,  biological  mechanisms, 
incidence  and  prevalence  of  alcohol  use,  abuse,  dependence,  and  consequences  among  women  and  female  animals.  See  the 
RFA  for  additional  areas  of  research  interest. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation 
will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7248;  and  from  the  NIAAA  program  administrator  listed  under  INQUIRIES. 
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The  signed  original,  including  the  checklist,  and  three  signed,  legible  copies  of  the  completed  application  must  be  sent 
to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Hark  Green,  Ph.D. 

Extramural  Project  Review  Branch 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
6000  Executive  Boulevard 
Rockville,  MD  20892 

Applications  must  be  received  by  January  12,  1994.  If  an  application  is  received  after  that  date,  it  will  be  assigned 
to  the  next  review  cycle  and  will  compete  with  all  investigator- initiated  research  grant  applications.  The  Division 
of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  RFA  that  is  essentially  the  same  as  one 
currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application.  The  DRG  will  not  accept  any 
application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude  the  submission  of  substantial 
revisions  of  applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing  the  previous 
critique. 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  PHS 
grant  programs.  Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAAA. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  NIAAA  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the 
applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  NIAAA  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the 
criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAAA.  The 
second  level  of  review  will  be  provided  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism. 

Review  Criteria 

Research  grant  applications  will  be  reviewed  based  on  standard  criteria  for  scientific  and  technical  merit  for  regular 
research  grants  (R01).  The  review  criteria  for  FIRST  Awards  (R29)  are  contained  in  the  FIRST  program  announcement. 

AWARD  CRITERIA 

Applications  recommended  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism  will  be  considered  for  funding 
on  the  basis  of  the  overall  scientific  and  technical  merit  of  the  application  as  determined  by  peer  review,  NIAAA 
programmatic  needs  and  balance,  and  the  availability  of  funds. 

INQUIRIES 

Potential  applicants  are  encouraged  to  seek  preapplication  consultation  and  may  contact  the  individuals  listed  below 
for  consultation  in  preparing  an  application  under  this  RFA.  Direct  inquiries  regarding  programmatic  issues  and  requests 
for  the  RFA  to: 

Mary  C.  Dufour,  M.D.,  M.P.H. 

Division  of  Biometry  and  Epidemiology 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  14C-26 

Rockville,  MD  20857 

Telephone:  (301)  443-489 7 

FAX:  (301)  443-8614 

Direct  inquiries  regarding  fiscal  matters  to: 

Elsie  Fleming 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16-86 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

FAX:  (301)  443-3891 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authorization  of  the  Public  Health  Service  Act,  Sections  301  and  464H,  and  administered  under  the  PHS  grants  policies 
and  Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92, 
"Administration  of  Grants  and  45  CFR  Part  46,  "Protections  of  Human  Subjects."  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 
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BIOMEDICAL  AND  BEHAVIORAL  RESEARCH  ON  ALCOHOL  AND  YOUTH 


NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 
RFA  AVAILABLE:  AA-94-002 

P.T.  34,  AA;  K.W.  0404003,  0404000,  0414014,  0745027 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Application  Receipt  Date:  January  12,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  ''INQUIRIES,'*  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  is  seeking  research  grant  applications  to  study  the 
development  of  alcohol-related  problems  among  youth,  identify  risk  and  protective  factors,  and  develop  effective 
prevention  and  treatment  interventions.  This  includes  studies  of  the  biological,  behavioral,  and  psychosocial  causes 
and  consequences  of  alcohol  abuse  among  youth. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Biomedical  and  Behavioral 
Research  on  Alcohol  and  Youth,  is  related  to  the  priority  areas  of  alcohol  abuse  reduction  and  alcoholism  treatment. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0,  or  Sunmary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit  organizations,  such 
as  universities,  colleges,  hospitals,  research  institutes  and  organizations,  units  of  State  or  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Foreign 
institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards  (R29). 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  obtained  through  applications  for  a regular  research  grant  (R01)  or  FIRST  Award  (R29). 
Applicants  for  R01s  may  request  support  for  up  to  five  years.  In  FY  1992,  the  average  total  cost  per  year  for  new  ROIs 
funded  by  NIAAA  was  approximately  $200,000.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this 
RFA  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also.  FIRST  Award  applications  must  be  for  five 
years.  Total  direct  costs  for  the  five-year  period  may  not  exceed  $350,000  or  $100,000  in  any  one  budget  period.  FIRST 
Awards  cannot  be  renewed,  but  grantees  may  apply  for  R01  support  to  continue  research  on  the  same  topics. 

Applicants  for  FIRST  Awards  may  obtain  copies  of  the  FIRST  program  announcement  from  the  National  Clearinghouse  for 
Alcohol  and  Drug  Information,  P.0.  Box  2345,  Rockville,  MD  20852,  telephone:  301-468-2600  or  1-800-729-6686.  Program 
project  grants  (P01)  will  not  be  accepted  for  this  RFA. 

Applicants  may  submit  Investigator-Initiated  Interactive  Research  Project  Grants  (IRPG).  Interactive  Research  Project 
Grants  require  the  coordinated  submission  of  related  research  project  grant  (R01)  and,  to  a limited  extent  FIRST  Award 
(R29)  applications  from  investigators  who  wish  to  collaborate  on  research,  but  do  not  require  extensive  shared  physical 
resources.  These  applications  must  share  a common  theme  and  describe  the  objectives  and  scientific  importance  of  the 
interchange  of,  for  example,  ideas,  data,  and  materials  among  the  collaborating  investigators.  A minimum  of  two 
independent  investigators  with  related  research  objectives  may  submit  concurrent,  collaborative,  cross-referenced 
individual  R01  and  R29  applications.  Applicants  may  be  from  one  or  several  institutions.  Further  information  on  the 
IRPG  mechanism  is  available  in  program  announcement  PA-93-078,  NIH  Guide  for  Grants  and  Contracts,  Vol.  22,  No.  16,  April 
23,  1993. 

FUNDS  AVAILABLE 

It  is  estimated  that  up  to  two  million  dollars  in  total  will  be  available  for  approximately  8 to  10  grants  under  this 
RFA  in  FY  1994.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIAAA,  the  award  of  grants 
pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  objective  of  this  RFA  is  to  foster  research  that  will  lead  to  the  reduction  in  prevalence  of  alcohol  problems  among 
youth.  Such  research  may  address  the  underlying  mechanisms  through  which  alcohol  affects  children  and  adolescents; 
identify  risk  factors  and  markers  predictive  of  various  alcohol-related  problems  in  youth;  test  models  of  the  development 
of  alcohol-related  problems  and  the  mediation  of  risk  through  interactions  of  genetic,  individual,  and  environmental 
factors;  and  develop  and  test  interventions  for  the  prevention  and  treatment  of  alcohol-related  problems  in  youth. 

Background 

While  alcohol  misuse  presents  a major  risk  for  health  and  well-being  throughout  the  life  span,  the  child  may  be 
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especially  vulnerable  to  adverse  effects  both  from  direct  exposure  to  alcohol  and  from  the  consequences  of  others' 
alcohol  abuse.  The  presence  of  alcohol  abuse  within  the  home  environment  is  an  important  risk  factor  for  the  development 
of  social  and  behavioral  problems,  including  alcoholism.  A variety  of  physical  and  behavioral  problems  follow  directly 
from  exposure  to  alcohol.  Attitudes  and  expectancies  regarding  alcohol  use  are  established  at  a very  early  age,  and 
most  persons  first  experiment  with  alcohol  use  during  childhood  or  adolescence.  Misuse  of  alcohol  by  youth  can  have 
immediate  devastating  effects,  including  traffic  accidents  and  acute  alcohol  poisoning;  can  be  associated  with  other 
risky  behaviors  such  as  engaging  in  unprotected  sex;  can  interfere  with  school  performance  and  contribute  to  a long 
term  pattern  of  poor  social  adjustment  and  failure;  and  can  initiate  a lifetime  pattern  of  alcohol  abuse  and  dependence. 
Genetic,  individual,  and  environmental  factors  may  interact  in  determining  risk  for  these  adverse  outcomes.  Effective 
age-appropriate  prevention  and  treatment  interventions  are  essential,  and  increased  understanding  of  the  nature, 
etiology,  and  mechanisms  of  alcohol-related  risks  for  youth  is  needed  to  inform  such  interventions. 

Areas  of  Research  Interest 

For  the  purposes  of  this  announcement,  youth  is  considered  to  encompass  childhood  through  early  young  adulthood,  or 
approximately  the  ages  2 to  21.  Specific  research  methodologies  may  be  appropriate  to  basic  biomedical,  neuroscience, 
and  behavioral  studies,  epidemiology,  or  prevention  and  treatment  research.  This  may  include  the  use  of  immature  animals 
for  biomedical,  neuroscience,  and  behavioral  studies.  Studies  that  test  interventions  or  seek  to  advance  the  transfer 
of  basic  research  findings  toward  prevention  or  treatment  intervention  applications  are  encouraged.  A list  of  possible 
research  topics  is  provided  in  the  RFA. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation 
will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  West bard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7248;  and  from  the  NIAAA  program  administrator  listed  under  INQUIRIES. 

The  RFA  label  available  in  the  PHS  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of  the 
application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach 
the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the  face 
page  of  the  application  form  and  the  YES  box  must  be  marked.  Page  limits  and  limits  on  size  of  type  are  strictly 
enforced.  Applicants  for  FIRST  Awards  (R29)  are  reminded  that  such  applications  must  include  three  letters  of  reference. 
Non  conforming  applications  will  be  returned  without  being  reviewed. 

The  signed  original,  including  the  checklist,  and  three  signed,  legible  copies  of  the  completed  application  must  be  sent 
to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Mark  Green,  Ph.D. 

Extramural  Project  Review  Branch 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
6000  Executive  Boulevard 
Rockville,  MD  20892 

Applications  must  be  received  by  January  12,  1994.  If  an  application  is  received  after  that  date,  it  will  be  assigned 
to  the  next  review  cycle  and  will  compete  will  all  other  investigator- initiated  research  grant  applications.  The 
Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  RFA  that  is  essentially  the  same 
as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application.  The  DRG  will  not  accept 
any  application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude  the  submission  of 
substantial  revisions  of  applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing 
the  previous  critique. 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  PHS 
grant  programs.  Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAAA. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  NIAAA  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the 
applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  NIAAA  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the 
criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAAA.  The 
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second  level  of  review  will  be  provided  by  the  National  Advisory  Council. 

Review  Criteria 

Research  grant  applications  will  be  reviewed  based  on  standard  criteria  for  scientific  and  technical  merit  for  regular 
research  grants  (R01).  The  review  criteria  for  FIRST  Awards  (R29)  are  contained  in  the  FIRST  program  announcement. 

AWARD  CRITERIA 

Appl  i cat  ions  recommended  for  approval  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism  will  be  considered 
for  funding  on  the  basis  of  the  overall  scientific  and  technical  merit  of  the  application  as  determined  by  peer  review, 
NIAAA  programmatic  needs  and  balance,  and  the  availability  of  funds. 

INQUIRIES 

Potential  applicants  are  encouraged  to  seek  preapplication  consultation  and  may  contact  the  individuals  listed  below 
for  consultation  in  preparing  an  application  under  this  RFA. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Gayle  Boyd,  Ph.D. 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  13C-23 

Rockville,  MD  20857 

Telephone:  (301)  443-1677 

FAX:  (301)  443-9334 

Direct  inquiries  regarding  fiscal  matters  to: 

Elsie  Fleming 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16-86 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

FAX:  (301)  443-3891 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authorization  of  the  Public  Health  Service  Act,  Sections  301  and  464H,  and  administered  under  the  PHS  policies  and 
Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92, 
"Administration  of  Grants  and  45  CFR  Part  46,  "Protections  of  Human  Subjects."  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 


ALCOHOL  AND  MINORITIES:  BIOMEDICAL  AND  BEHAVIORAL  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 
RFA  AVAILABLE:  AA-94-003 
P.T.  34,  FF;  K.U.  0404003,  0710030,  0404000 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Application  Receipt  Date:  January  12,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  is  seeking  research  grant  applications  to  study  the 
medical  and  behavioral  consequences  of  alcohol  consumption  on  minority  groups  and  individuals,  including  development 
of  more  effective  treatment  and  prevention  programs. 

The  primary  purpose  of  this  RFA  is  to  expand  the  limited  information  available  on  alcohol  related  problems  among  and 
within  ethnic  minority  populations  of  African  Americans,  Native  American/Alaskans,  Asian  Americans,  Pacific  Islanders, 
and  Hispanic  Americans.  Most  of  these  groups  are  at  elevated  risk  for  specific  alcohol  problems  or  have  patterns  of 
increased  alcohol  consumption.  The  NIAAA  encourages  innovative  research  on  biomedical,  behavioral,  clinical, 
socio-cultural,  and  epidemiological  factors  associated  with  the  use  or  abuse  of  alcohol;  the  prevention  and  treatment 
of  alcohol-related  problems;  and  the  consequences  of  these  problems  in  minority  groups  and  individuals.  The  NIAAA 
supports  alcohol  relevant  basic  and  applied  research  involving  a wide  array  of  health  science  fields  and  related  academic 
disciplines. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  36  - October  8,  1993 

6 


HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Alcohol  and  Minorities: 
Biomedical  and  Behavioral  Research,  is  related  to  the  priority  areas  of  alcohol  abuse  reduction  and  alcoholism  treatment. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0,  or  Summary 
Report:  Stock  No.  017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit  organizations,  such 
as  universities,  colleges,  hospitals,  research  institutes  and  organizations,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Foreign 
institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  obtained  through  applications  for  a regular  research  grant  (R01)  or  FIRST  (R29)  award. 
Applicants  for  R01s  may  request  support  for  up  to  five  years.  In  FY  1992,  the  average  total  cost  per  year  for  new  ROIs 
funded  by  the  NIAAA  was  approximately  $200,000.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to 
this  RFA  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also.  FIRST  Award  applications  must  be  for 
five  years.  Total  direct  costs  for  the  five-year  period  may  not  exceed  $350,000  or  $100,000  in  any  one  budget  period. 
FIRST  Awards  cannot  be  renewed,  but  grantees  may  apply  for  R01  support  to  cont i nue  research  on  the  same  topics. 
Appl i cants  may  submit  Investigator- Initiated  Interactive  Research  Project  Grants  (IRPGs).  Interactive  Research  Project 
Grants  require  the  coordinated  submission  of  related  research  project  grant  (R01)  and,  to  a limited  extent  FIRST  Award 
(R29)  applications  from  investigators  who  wish  to  collaborate  on  research,  but  do  not  require  extensive  shared  physical 
resources. 

FUNDS  AVAILABLE 

It  is  estimated  that  up  to  two  million  do l lars  in  total  costs  will  be  avai l able  for  approximately  8 to  10  grants  under 
this  RFA  in  FY  1994.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIAAA,  the  award  of  grants 
pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  NIAAA  has  supported  studies  of  variations  in  drinking  patterns  and  problems  among  the  different  racial  and  ethnic 
groups.  In  the  past  decade  attention  has  become  more  focused  on  understanding  why  these  patterns  differ  and  how  this 
information  may  be  used  to  design  and  conduct  culturally  relevant,  methodologically  sound  research.  Further  information 
is  needed  on  how  these  patterns  relate  to  differential  biological  and  behavioral  responses  to  alcohol  and  how  specific 
responses  may  explain  adverse  outcomes  of  alcohol  use.  Knowledge  of  the  causes  and  consequences  of  alcohol  consumption 
is  critical  to  achievement  of  the  ultimate  goal : development  and  implementation  of  effective  prevent i on  and  treatment 
strategies  for  specific  ethnic  populations. 

Variations  in  drinking  patterns  and  drinking  problems  have  been  noted  among  different  racial  and  ethnic  groups  for  over 
20  years.  Many  reports  provide  evidence  that  the  frequency  of  alcohol  problems  is  distinctly  high  in  some  groups.  Much 
of  the  information  regarding  alcohol-related  problems  is  based  on  ethnographic  and  community  studies.  Baseline 
longitudinal  studies  are  needed  to  better  understand  consumption  patterns  and  their  relationship  to  chronic 
alcohol-related  diseases. 

Studies  are  need  to  examine  the  effects  of  policies  and  practices  that  alter  the  physical,  social,  or  economic 
availability  of  alcohol  and  reduce  demand  for  it  among  minority  ethnic  populations. 

Pre- intervention  studies  are  needed  to  expand  knowledge  regarding  sociocultural,  economic,  behavioral , and  biological 
factors  related  to  alcohol  use. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applications  to  give  special  attention  to  the  inclusion  of 
minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a spec i f i c justification  for  this  exclusion  must  be  provided.  Applications  without  such  docunentation 
will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7248;  ar>d  from  the  NIAAA  program  administrator  listed  under  INQUIRIES. 

The  signed  original,  including  the  checklist,  and  three  signed,  legible  copies  of  the  completed  application  must  be  sent 
to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 


Mark  Green,  Ph.D. 

Extramural  Project  Review  Branch 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
6000  Executive  Boulevard 
Rockville,  MD  20892 

Applications  must  be  received  by  January  12,  1994.  If  an  application  is  received  after  that  date,  it  will  be  assigned 
to  the  next  review  cycle  and  will  compete  with  all  investigator- initiated  research  grants  applications.  The  Division 
of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  RFA  that  is  essentially  the  same  as  one 
currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application.  The  DRG  will  not  accept  any 
application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude  the  submission  of  substantial 
revisions  of  applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing  the  previous 
critique. 

REVIEW  CONSIDERATIONS 

The  DRG  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  PHS  grant  programs.  Upon  receipt, 
applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAAA.  Incomplete  applications  will 
be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to  the  RFA,  NIAAA  staff 
will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the  applicant  or  submit  it  for  review  in 
competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  NIAAA  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the 
criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAAA.  The 
second  level  of  review  will  be  provided  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism. 

Review  Criteria 

Research  grant  applications  will  be  reviewed  based  on  standard  criteria  for  scientific  and  technical  merit  for  regular 
research  grants  (R01).  The  review  criteria  for  FIRST  Awards  (R29)  are  contained  in  the  FIRST  program  announcement. 

AWARD  CRITERIA 

Applications  recommended  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism  will  be  considered  for  funding 
on  the  basis  of  the  overall  scientific  and  technical  merit  of  the  application  as  determined  by  peer  review,  NIAAA 
programmatic  needs  and  balance,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Potential  applicants  are  encouraged  to  seek 
preapplication  consultation.  The  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Ernestine  Vartderveen,  Ph.D. 

Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16C-06 

Rockville,  MD  20857 

Telephone:  (301)  443-1273 

FAX:  (301)  594-0673 

Direct  inquiries  regarding  fiscal  matters  to: 

Elsie  Fleming 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16-86 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

FAX:  (301)  443-3891 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authorization  of  the  Public  Health  Service  Act,  Sections  301  and  464H,  and  administered  under  the  PHS  policies  and 
Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92, 
"Administration  of  Grants  and  45  CFR  Part  46,  "Protections  of  Hunan  Subjects."  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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UNDERDEVELOPED  AREAS  OF  ALCOHOL  ABUSE  PREVENT IOM  RESEARCH 


NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 

RFA  AVAILABLE:  AA-94-004 

P.T.  34;  K.U.  0404003,  0705035,  0715027 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Application  Receipt  Date:  January  24,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  is  seeking  research  grant  applications  to  conduct  studies 
focused  on  the  prevention  of  three  types  of  alcohol  related  problems  where  prevention  has  received  very  little  research 
attention:  Fetal  Alcohol  Syndrome  (FAS)  and  Fetal  Alcohol  Effects  (FAE);  alcohol  abuse  among  the  elderly;  and 

non-traffic  alcohol-related  injuries  (drownings,  burns,  falls,  trauma  to  pedestrians,  and  injuries  incurred  in  crashes 
of  planes,  boats,  and  trains).  The  major  task  is  to  develop  and  test  interventions  aimed  at  preventing  these  problems 
before  they  occur. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Underdeveloped  Areas  of  Alcohol 
Abuse  Prevention  Research,  is  related  to  the  priority  areas  of  alcohol  abuse  reduction  and  alcoholism  treatment. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit  organizations,  such 
as  universities,  colleges,  hospitals,  research  institutes  and  organizations,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Foreign 
institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards  (R29). 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  obtained  through  applications  for  a regular  research  grant  (R01)  or  FIRST  Award  (R29). 
Appl  icants  for  ROIs  may  request  support  for  up  to  five  years.  In  FY  1992,  the  average  total  cost  per  year  for  new  ROIs 
funded  by  NIAAA  was  approximately  $200,000.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this 
RFA  may  vary,  it  is  anticipated  that  the  size  of  the  awards  will  vary  also.  FIRST  Award  applications  must  be  for  five 
years.  Total  direct  costs  for  the  five-year  period  may  not  exceed  $350,000  or  $100,000  in  any  one  budget  period.  FIRST 
Awards  cannot  be  renewed,  but  grantees  may  apply  for  R01  support  to  continue  research  on  the  same  topics. 

Applicants  for  FIRST  Awards  may  obtain  copies  of  the  FIRST  program  announcement  from  the  National  Clearinghouse  for 
Alcohol  and  Drug  Information,  P.O.  Box  2345,  Rockville,  MD  20852,  telephone  301-468-2600  or  1-800-729-6686.  Program 
project  grants  (P01)  will  not  be  accepted  for  this  RFA.  However,  applicants  may  submit  Investigator-Initiated 
Interactive  Research  Project  Grants. 

FUNDS  AVAILABLE 

It  is  estimated  that  up  to  two  million  dollars  will  be  available  for  approximately  8 to  10  grants  under  this  RFA  in  FY 
1994.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIAAA,  the  award  of  grants  pursuant  to  this  RFA  is 
also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

FAS/FAE 

Background.  Alcohol  is  a teratogen  capable  of  damaging  the  developing  fetus.  FAS  is  a cluster  of  defects  that  includes 
growth  retardation,  central  nervous  system  impairment,  and  characteristic  abnormal  facial  features.  A very  conservative 
estimate  of  FAS  incidence  in  the  U.S.  is  0.33  per  1000  live  births.  Inclusion  of  more  subtle  alcohol -related  cognitive 
and  behavioral  birth  defects  (FAE)  would  substantially  increase  the  overall  incidence  of  problematic  births.  Native 
Americans  and  African  Americans  show  higher  FAS/FAE  incidence  rates  than  Caucasians.  NIAAA  and  groups  such  as  the  AMA 
recommend  that  pregnant  women  completely  abstain  from  alcohol  use  from  concept i on  to  delivery. 

Research  Areas.  Preventive  interventions  attempt  to  change  the  drinking  behavior  of  pregnant  women.  The  following 
research  topics  and  strategies  are  suggestive:  accessing  high-risk  women  early  in  thei r pregnancies,  changing  attitudes 
and  norms  in  high-risk  populations,  message  development,  use  of  multi -strategy  approaches,  involvement  of 
health -providers,  server  training,  screening  and  assessment  of  risk,  and  increased  understanding  of  biobehavioral  and 
cognitive  contributors  to  risk. 
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Older  Populations 


Background.  Both  episodic  and  chronic  drinking  appears  to  precipitate  or  aggravate  conditions  that  may  be  experienced 
in  the  later  years  (e.g.,  cardiovascular  disease,  cognitive  loss).  Tolerance  for  alcohol  is  reduced  and  hazardous 
interactions  with  medications  pose  special  risks  for  the  elderly.  Although  some  studies  indicate  that  the  prevalence 
of  alcohol  problems  decreases  with  age,  studies  in  clinical  settings  suggest  relatively  high  rates  of  alcohol  problems. 
Late-onset  alcohol  abuse,  especially,  is  not  well  understood.  Effective  preventive  interventions  are  needed  to  reduce 
alcohol  problems  among  the  elderly. 

Research  Areas.  Primary  and  secondary  prevention  and  pre- intervent  ion  research  might  focus  on:  message  development, 
anticipatory  guidance,  involvement  of  health  care  workers,  alcohol -related  accidents,  reaching  populations  at  risk, 
establishment  of  normative  controls,  prevalence  of  alcohol-related  problems,  drinking  patterns,  alcohol  effects  on  the 
elderly,  and  identification  of  risk  and  protective  factors.  The  heterogeneity  of  the  population  must  be  considered. 

Non-traffic  Injuries 

Background.  Few  studies  examine  the  role  of  alcohol  in  drownings,  falls,  fires,  poisonings,  and  trauma  to  pedestrians 
and  passengers  of  public  transport.  These  data  suggest  that  alcohol  increases  risk  of  these  types  of  injuries  and 
crashes  by  affecting  the  ability  to  operate  complex  machines. 

Research  Areas.  Prevention  of  alcohol-related  non- automotive  injuries  depends  on  interventions  involving  laws  and 
enforcement,  education  and  normative  change,  and  engineering  and  environmental  approaches,  and  their  evaluation. 
Intervention  studies  might  focus  on  community- based  safety  education  programs,  mandated  BAC  standards  for  boaters  or 
their  enforcement,  and  studies  of  public  transport  such  as  "fitness  for  duty"  tests  or  work-based  interventions  and/or 
employee  screening  practices.  Pre- intervention  studies  might  include:  epidemiologic  studies  of  the  prevalence  of  and 
risk  factors  for  alcohol-related  falls,  poisonings,  drownings,  burns,  and  pedestrian  injuries;  prevalence  rates  by 
transport  mode  and  occupational  group;  "human  factor"  research  on  performance  limits  and  capabilities  of  transportation 
operators;  and  attitude  studies  of  drinking  in  aquatic  settings. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation 
will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  January  24.  1994.  If  an  application  is  received  after  that  date,  it  will  be  held  for 
the  next  review  cycle  and  will  compete  with  all  investigator-initiated  research  grant  applications. 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7248;  and  from  the  NIAAA  program  administrator  listed  under  INQUIRIES. 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  PHS 
grant  programs.  Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAAA. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  NIAAA  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the 
applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  NIAAA  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the 
criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  IwoUtute. 
The  second  level  of  review  will  be  provided  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism. 

Review  Criteria 

Research  grant  applications  will  be  reviewed  based  on  standard  criteria  for  scientific  and  technical  merit  for  regular 
research  grants  (R01).  The  review  criteria  for  FIRST  Awards  (R29)  are  contained  in  the  FIRST  award  program  announcement. 

INQUIRIES 

Potential  applicants  are  encouraged  to  seek  preapplication  consultation  and  may  contact  the  individuals  listed  below 
for  consultation  in  preparing  an  application  under  this  RFA.  Direct  inquiries  regarding  programmatic  issues  and  requests 
for  the  RFA  to: 

Kendall  Bryant,  Ph.D. 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  13C-23 

Rockville,  MD  20857 

Telephone:  (301)  443-1677 

FAX:  (301)  443-9334 
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Direct  inquiries  regarding  fiscal  matters  to: 


Elsie  Fleming 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16-86 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

FAX:  (301)  443-3891 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authorization  of  the  Public  Health  Service  Act,  Sections  301  and  464H,  and  ackninistered  under  the  PHS  grants  policies 
and  Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92, 
"Administration  of  Grants  and  45  CFR  Part  46,  "Protection  of  Human  Subjects."  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 


HEALTH  SERVICES  RESEARCH  OX  ALCOHOL-RELATED  PROBLEMS 

NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 
RFA  AVAILABLE:  AA-94-005 

P.T . 34;  K.U.  0404003,  0745027,  0745070,  0730050,  0408006 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Letter  of  Intent  Receipt  Date:  December  20,  1993 
Application  Receipt  Date:  January  24,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

This  RFA  seeks  health  services  research  and  research  training  grant  applications  to  develop  a knowledge  base  for 
improving  the  accessibility,  efficiency,  and  effectiveness  of  services  for  alcohol-related  problems.  Both  prevention 
interventions  and  treatment  services  are  important  components  and  provide  the  research  focus  for  this  RFA. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Health  Services  Research  on 
Alcohol-related  Problems,  is  related  to  the  priority  areas  of  alcohol  abuse  reduction  and  alcoholism  treatment. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  No.  017-001-00474-0,  or  Sumnary  Report: 
Stock  No.  017-001  -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit  organizations,  such 
as  universities,  colleges,  hospitals,  research  institutes,  insurance  or  managed  care  organizations,  units  of  State  and 
local  governments,  and  eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged 
to  apply.  Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards 
(R29). 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  obtained  through  applications  for  a regular  research  grant  (ROD  or  FIRST  award  (R29). 
Applicants  may  also  submit  Investigator-Initiated  Interactive  Research  Project  Grants  under  this  RFA.  Interactive 
Research  Project  Grants  require  the  coordinated  submission  of  related  research  project  grant  applications  and,  to  a 
limited  extent,  FIRST  award  applications  from  investigators  who  wish  to  collaborate  on  research,  but  do  not  require 
extensive  shared  physical  resources.  Program  Project  Grants  applications  (P01)  will  not  be  accepted  under  this  RFA. 

The  NIAAA  also  seeks  to  increase  the  pool  of  health  services  researchers  who  have  expertise  in  the  alcohol  field.  The 
NIAAA  encourages  interested  individuals  and/or  institutions  to  undertake  programs  of  research  training  and  career 
development  in  the  area  of  alcohol-related  health  services  research.  Under  this  RFA,  up  to  $250,000  have  been  targeted 
to  award  one  or  two  Institutional  Research  Training  Grants  (T32).  A copy  of  the  program  announcement  PA-92-31  for 
National  Research  Service  Awards  for  Institutional  Grants  and  information  on  other  research  training  and  career 
development  opportunities  may  be  obtained  from  the  program  contact  person  listed  under  INQUIRIES. 

FUNDS  AVAILABLE 

It  is  estimated  that  up  to  $12  million  will  be  available  for  approximately  50  to  60  grants  under  this  RFA  in  FY  1994. 
This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIAAA,  the  award  of  grants  pursuant  to  this  RFA  is 
also  contingent  upon  the  availability  of  funds  for  this  purpose. 
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RESEARCH  OBJECTIVES 


This  RFA  invites  research  applications  related  to  understanding  and  improving  the  financing,  organization,  management 
and  effectiveness  of  health  services  for  the  prevention  and  treatment  of  alcohol-related  problems. 

Applications  whose  main  objective  is  to  establish  and  support  treatment  or  prevention  services  are  not  eligible  for 
funding  under  this  RFA.  Support  for  research- related  treatment,  rehabilitation,  or  prevention  services  and  programs 
may  be  requested  only  for  those  particular  costs  and  for  that  period  of  time  required  by  the  research. 

The  following  list  of  research  topics  is  for  illustrative  purposes: 

o Investigating  the  impact  of  innovative  financing  and  reimbursement  approaches  on  the  quality,  cost  effectiveness, 
and  supply  of  alcohol  treatment  and/or  prevention  services  as  well  as  demand  for  and  barriers  to  those  services. 

o Examining  organization  and  management  of  all  alcohol  treatment  and  prevention  services,  including  social,  economic, 
demographic,  legal  or  health  policy,  and  behavioral  factors  that  facilitate  or  impede  effective  and  efficient  linkage 
and  delivery  of  those  services. 

o Assessing  adequacy  and  appropriateness  of  treatment  and  prevention  services  to  meet  needs  and  demands  of  different 
groups  such  as  women,  youth,  minorities,  and  the  elderly. 

o Developing  and  assessing  criteria  to  classify  and  measure  objectives,  components,  and  processes  involved  in  delivering 
major  types  of  treatment  services  or  prevention  interventions  for  alcohol-related  problems. 

o Improving  effectiveness  of  treatment  and  prevention  services  by  improving  their  quality. 

o Determining  the  effectiveness  of  behavioral  interventions  aimed  at  alcohol  problems;  interventions  to  prevent,  for 
example,  drinking  and  driving,  worksite-related  alcohol  problems,  or  exposure  to  HIV  or  tuberculosis  facilitated  by 
alcohol  use. 

o Identifying  health  service  factors  and  individual  characteristics  influencing  access,  adherence,  or  responsiveness 
to  treatment  or  preventive  interventions. 

o Determining  the  extent  to  which  costs  of  treatment  or  prevention  services  are  offset  by  subsequent  reductions  in 
health  care  costs. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  and  women  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation 
will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  20,  1993,  a Letter  of  Intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  Institute  staff  to  estimate  the  potential  review  workload  and  to 
avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Mark  Green,  Ph.D. 

Extramural  Project  Review  Branch 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

6000  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  443-4375 

FAX:  (301)  443-6077 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  January  24,  1994.  If  an  application  is  received  after  that  date,  it  will  be  assigned 
to  the  next  review  cycle  and  will  compete  with  all  investigator- initiated  research  grant  applications. 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7248;  and  from  the  NIAAA  program  administrator  listed  under  INQUIRIES. 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  PHS 
grant  programs.  Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAAA. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
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responsive  to  the  RFA,  NIAAA  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the 
applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  NIAAA  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the 
criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAAA.  The 
second  level  of  review  will  be  provided  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism. 

Review  Criteria 

Criteria  to  be  used  in  the  scientific  and  technical  merit  review  of  alcohol  research  grant  (ROD  applications  are 
included  in  the  RFA.  The  review  criteria  for  FIRST  Awards  (R29)  are  contained  in  the  FIRST  program  announcement . The 
review  criteria  for  Institutional  Research  Training  Grant  (T32)  applications  are  contained  in  program  announcement 
PA-92-31,  National  Research  Service  Awards  for  Institutional  Grants  dated  January  1992. 

INQUIRIES 

Potential  applicants  are  encouraged  to  seek  preapplication  consultation  and  may  contact  the  individuals  listed  below 
for  consultation  in  preparing  an  application  under  this  RFA. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Cherry  Lowman,  Ph.D. 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  14C-20 

Rockville,  MD  20857 

Telephone:  (301)  443-0796 

FAX:  (301)  443-8774 

Direct  inquiries  regarding  fiscal  matters  to: 

Elsie  Fleming 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16-86 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

FAX:  (301)  443-3891 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authorization  of  the  Public  Health  Service  Act,  Sections  301  and  464H,  and  administered  under  the  PHS  policies  and 
Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92, 
"Administration  of  Grants  and  45  CFR  Part  46,  "Protections  of  Human  Subjects."  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 


INITIATIVE  FOR  MINORITY  STUDENTS:  BRIDGES  TO  THE  BACCALAUREATE  DEGREE 

NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 
RFA:  GM-94-001 

P.T.  44,  FF;  K.W.  0720005,  0710030 

National  Institute  of  General  Medical  Sciences 

Letter  of  Intent  Receipt  Date:  November  19,  1993 
Application  Receipt  Date:  January  20,  1994 

PURPOSE 

The  National  Institute  of  General  Medical  Sciences  (NIGMS)  and  the  Office  of  Research  on  Minority  Health  (ORMH),  National 
Institutes  of  Health  (NIH),  re-announce  two  initiatives  directed  at  increasing  the  number  of  underrepresented  minorities 
entering  careers  in  biomedical'  research.  The  programs  target  two  different  underrepresented  minority  student 
populations:  those  in  colleges  and  universities  offering  only  Master  of  Science  (M.S.)  degree  programs  in 
biomedical ly-related  sciences  and  those  in  two-year  junior  or  community  colleges.  These  have  been  identified  as  two 
key  transition  points  for  students  considering  careers  in  biomedical  research.  This  is  the  third  year  of  this  program, 
which  seeks  to  encourage  the  development  of  new  and  innovative  programs  and  the  expansion  of  existing  programs  to  improve 
the  academic  competitiveness  of  underrepresented  minority  students  and  facilitate  their  transition  into  the  next  stage 
towards  careers  in  biomedical  research. 

This  Request  for  Applications  (RFA)  solicits  new  applications  for  a partnership  program  involving  two-year  colleges 
awarding  the  Associate's  degree  and  institutions  awarding  the  Baccalaureate  degree.  A separate  RFA  (GM-94-002)  describes 
a program  targeting  the  transition  from  the  Master's  degree  granting  institutions  to  universities  awarding  the  Doctoral 
degree.  Former  applicants  of  unfunded  Bridge  applications  are  encouraged  to  submit  revised  applications  that  respond 
to  the  prior  concerns  of  the  National  Advisory  General  Medical  Sciences  Council. 
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ELIGIBILITY  REQUIREMENTS 


General 

Applications  may  be  submitted  by  domestic,  private  or  public,  educational  institutions.  State  or  local  systems  of  higher 
education  (also  hereinafter  referred  to  as  institutions)  may  submit  applications  as  well.  An  institution  may  be  involved 
as  a partner  institution  in  more  than  one  Bridge  program,  but  can  be  the  APPLICANT  institution  for  only  one  Bridges  to 
the  Baccalaureate  Degree  and  one  Bridges  to  the  Doctoral  Degree  Program.  Institutions  with  NIGMS  Baccalaureate  Bridge 
Program  (R25)  grants  funded  after  March  1,  1993,  are  not  eligible  to  apply  for  this  RFA  (GM-94-001). 

An  institution  may  submit  ONLY  ONE  application  for  this  RFA.  Institutions  that  submit  applications  in  response  to  this 
RFA  may  also  apply  for  support  for  a Bridge  to  the  Doctoral  Degree  (RFA  GM-94-002),  if  they  meet  the  eligibility 
requirements.  However,  a separate  application  for  each  RFA  is  required.  Institutions  submitting  their  own  applications 
may  participate  in  programs  with  other  applicant  institutions  if  these  interactions  are  consistent  with  institutional 
resources  and  their  institutional  unified  plan  described  in  BOTH  applications  (see  UNIFIED  PLAN  under  SPECIAL 
REQUIREMENTS).  Institutions  participating  in  more  than  one  application  should  provided  a justification  for  each. 

Programs  developed  or  modified  under  this  initiative  must  be  specifically  designed  to  target  underrepresented  minority 
undergraduates  majoring  in  the  sciences.  For  purposes  of  this  announcement,  underrepresented  minority  students  are 
individuals  belonging  to  a particular  ethnic  or  racial  group  that  has  been  determined  by  the  grantee  institution  to  be 
underrepresented  in  biomedical  or  behavioral  research.  Nationally,  individuals  who  have  been  found  to  be 
underrepresented  in  biomedical  or  behavioral  research  include,  but  are  not  limited  to,  African  Americans,  Hispanic 
Americans,  Native  Americans  and  Pacific  Islanders.  The  term  "science"  is  used  in  this  RFA  to  mean  the  natural,  physical, 
and  behavioral  sciences  and  mathematics  relevant  to  biomedical  research. 

Applications  must  include  a partnership  between  a two  year  institution  ("AA  Institution")  that  offers  the  Associate 
degree  as  the  only  undergraduate  degree  in  the  sciences  within  the  participating  departments  AND  has  a significant 
enrollment  of  underrepresented  minorities,  and  a college  or  university  offering  Baccalaureate  degrees  in  science  relevant 
to  biomedical  research  disciplines. 

All  applications  must  involve  a partnership  of  at  least  two  colleges  or  universities,  but  may  involve  a consortium  of 
several  institutions,  and  may  include  several  institutions  within  a single  state  system.  One  participating  institution 
must  be  designated  as  the  applicant  institution,  must  name  the  program  director,  and  must  submit  the  application.  Each 
participating  institution  must  name  one  individual  to  act  as  its  program  coordinator.  Proposals  must  include  a 
description  of  the  collaborative  arrangement  with  all  participating  institutions. 

Institutions  offering  both  the  Associate  and  Baccalaureate  degrees  may  not  use  funds  from  this  program  for  graduates 
of  their  own  Associate  degree  programs  to  enter  their  own  Baccalaureate  degree  programs,  even  if  the  student  is  moving 
from  one  department,  school,  or  college  to  another.  The  program  seeks  to  promote  and  enhance  partnerships  BETWEEN 
institutions. 

For  additional  requirements  see:  SPECIAL  REQUIREMENTS 

MECHANISM  OF  SUPPORT 

General 

Awards  under  this  RFA  will  use  the  institutional  education  project  (R25)  grant.  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  requested  project 
period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  two  years.  Requested  direct  costs  are  not  to 
exceed  $300,000  for  the  two-year  period.  Indirect  costs  will  be  paid  at  eight  percent  of  the  direct  costs,  minus 
appropriate  exclusions,  or  actual  indirect  costs,  whichever  is  less.  A budget  for  each  year  must  be  provided. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  applications  will  not  be  accepted. 

Allowable  Costs 

If  appropriate,  the  budget  request  may  be  divided  into  two  phases:  a planning  phase  with  its  attendant  budget  for  the 
development,  adjustment  and/or  refinement  of  the  partnership  program;  and  an  implementation  phase  with  its  attendant 
budget.  The  planning  phase  costs  should  be  minimal  and  not  exceed  a period  of  one  year.  Faculty  release  time  for 
planning  and  implementation  of  the  program  and  faculty  travel  related  to  program  development  may  be  requested. 

The  implementation  phase  may  include  the  costs  of  adninistering  and  coordinating  the  partnership  program  within  and 
between  each  of  the  participants.  Requests  for  equipment,  supplies,  travel,  and  other  expenses  should  be  limited  to 
those  necessary  for  program  development  and  should  be  carefully  and  specifically  justified. 

Student  participation  (limited  to  those  matriculated  at  the  AA  partner  institution(s))  in  research  experiences  may  be 
requested  and  remunerated  through  salary/wages  and/or  other  forms  of  compensation  paid  in  lieu  of  wages  (e.g.,  tuition 
remission).  These  expenditures  are  allowable  provided  the  student  is  performing  necessary  work,  there  is  an 
employer -employee  relationship  between  the  student  and  the  institution,  the  total  compensation  is  reasonable  for  the 
work  performed,  and  it  is  the  institution's  practice  to  provide  compensation  for  all  students  in  similar  circumstances, 
regardless  of  the  source  of  support  for  the  activity. 

Stipends,  housing,  tuition,  and  fees  are  not  allowable  costs  under  this  program. 

FUNDS  AVAILABLE 

An  estimated  total  of  $9  million  will  be  available  in  Fiscal  Year  1994  for  supporting  awards  made  in  response  to  this 
RFA  (GM-94-001),  RFA  GM-94-002,  and  competing  continuation  applications,  GM-94-003.  NIH  staff  anticipate  making  a 
combined  total  of  20  to  40  new  and  competing  continuation  awards  for  these  RFAs  using  multi-year  funding,  provided  NIH 
receives  sufficient  numbers  of  highly  meritorious  applications  and  sufficient  funds  for  this  purpose. 
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RESEARCH  OBJECTIVES 


Background 

This  program  seeks  to  promote  the  initiation  and  development  of  new  transitional  programs  as  well  as  the  expansion  and 
enhancement  of  existing  programs  between  those  institutions  with  departments  offering  only  the  Associate's  degree  as 
the  undergraduate  academic  degree  in  the  sciences,  and  that  have  significant  enrollments  of  underrepresented  minority 
students,  and  colleges  and  universities  with  Baccalaureate  degree  programs.  The  objective  is  to  facilitate  the 
transition  of  underrepresented  minority  undergraduate  students  into  Baccalaureate  degree  programs  after  obtaining  their 
Associate's  degree.  Students  receiving  their  Associate's  degree  in  one  field  of  science  may  pursue  the  Baccalaureate 
degree  in  a different  area  if  it  is  in  a discipline  related  to  the  biomedical  sciences  with  a potential  for  research 
careers. 

Collaborative  agreements  should  take  the  form  that  best  fits  the  needs  and  situations  of  the  institutions  involved. 
The  challenge  for  the  program  director,  with  the  help  of  the  participating  partners,  is  to  design  a new  partnership 
program,  or  enhance  an  existing  program,  that  will  focus  attention  and  adequate  resources  to  the  Associate  degree- 
granting  institutions  to  enhance  the  academic  competitiveness  of  their  degree  programs  and  graduates  in  the  sciences. 

Additional  Information 

These  transition  programs  should  be  developed  to  meet  the  special  requirements  of  underrepresented  minority  students 
interested  in  science.  They  may  include,  but  are  not  limited  to,  the  following  elements: 

o providing  laboratory  research  experiences  at  the  baccalaureate  institution  for  students  enrolled  in  the  two-year 
institution  (students  may  receive  compensation  for  these  activities); 

o establishing  a mentoring  program  with  faculty  at  the  baccalaureate  institution; 

o providing  research  opportunities  at  the  baccalaureate  institution  for  faculty  of  the  two-year  college; 
o enriching  the  curriculum  at  the  two-year  institution  (e.g.,  special  science  courses); 

o enabling  students  from  the  two-year  institution  to  take  courses  and/or  participate  in  seminar  programs  at  the 
baccalaureate  college; 

o developing  visiting  lectureships  at  the  two-year  college  by  science  faculty  from  the  baccalaureate  institution; 
o developing  courses  at  the  two-year  college  jointly  taught  by  faculty  of  both  institutions; 

o guaranteeing  acceptance  as  juniors  into  the  participating  baccalaureate  program(s)  for  students  who  participated 
successfully  in  the  enhancement  program; 

o academic  counseling  (e.g.,  guidance  in  course  selection,  tracking  and  providing  assistance  to  students  who  express 
an  interest  or  show  special  aptitude  for  science); 

o additional  enrichment  activities,  such  as  tutoring,  to  enhance  the  student's  transition  to  the  baccalaureate  college; 

o nontraditional  or  other  professional  degree-granting  institutions  should  describe  those  modifications  or  additions 
to  their  programs  that  would  provide  Bridge  students  with  the  potential  to  enter  research  career  training  programs. 

o other  innovative  plans  to  coordinate  these  programs. 

It  is  an  expectation  of  N1GMS  and  ORMH  that  students  who  enter  Baccalaureate  programs  as  a result  of  this  enhancement 
program  will  receive  financial  aid  packages,  if  needed,  while  progressing  satisfactorily  in  B.S.  programs.  Applicants 
should  describe  the  type(s)  of  institutional  or  other  financial  aid  that  would  be  available  to  such  students. 

SPECIAL  REQUIREMENTS 

Applicants  should  describe  fully  the  proposed  transition  program  and  explain  how  its  design  will  meet  the  goals  of  this 
initiative.  Applicants  should  describe  the  criteria  to  be  used  in  the  selection  and  retention  of  the  student 
participants  for  this  program;  applicants  should  also  describe  the  criteria  for  selecting  participating  faculty. 
Applicants  with  an  existing  transition  program  should  describe  that  program  and  explain  how  it  would  be  altered  to  meet 
the  goals  of  this  initiative. 

Unified  Plan 

To  avoid  duplication  of  effort  each  i nst i tut i on  should  develop  a unified  plan  (which  may  include  the  physical,  natural 
and  behavioral  sciences  and  mathematics)  to  facilitate  the  transfer  of  its  students  from  the  Associate's  degree  program 
to  the  Baccalaureate  degree  program  at  another  institution.  Applicants  should  describe  how  this  proposal  fits  in  with 
the  institution's  overall  transition  plan.  If  an  institution  is  involved  in  more  than  one  Bridge  Program,  the  applicant 
or  the  institution's  program  coordinator  must  describe  how  the  various  Bridge  Programs  interact  and  are  consistent  with 
the  institution's  unified  plan. 

Other  Training  Programs 

Col  leges  with  any  NIH  funding  such  as  the  Minority  Access  to  Research  Careers  (MARC),  Minority  Biomedical  Research 
Support  Program  (MBRS),  National  Research  Service  Award  (NRSA)  training  grants,  and/or  project  grants,  or  other  sources 
of  funds  such  as  National  Science  Foundation  grants  or  Howard  Hughes  Medical  Institute  grants,  should  define  the 
relationship  between  those  programs  and  this  transition  program.  They  should  delineate  how  this  enhancement  program 
will  influence  their  partnerships  with  the  other  participants  and  the  manner  in  which  underrepresented  minority  students 
in  the  transition  program  will  interact  with  these  other  sources  of  support. 
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Consortium  Agreements 


Each  applicant  institution  should  delineate  appropriate  agreements  and  consortium  arrangements  with  other  institutions 
consistent  with  its  own  unified  institutional  plan.  The  following  statement,  accompanied  by  signatures  of  the 
appropriate  administrative  officials  from  EACH  of  the  collaborating  institutions,  must  be  included  as  part  of  the 
application: 

"THE  APPROPRIATE  PROGRAMMATIC  AND  ADMINISTRATIVE  PERSONNEL  OF  EACH  INSTITUTION  INVOLVED  IN  THIS  GRANT  APPLICATION  ARE 
AWARE  OF  THE  NIH  CONSORTIUM  GRANT  POLICY  AND  ARE  PREPARED  TO  ESTABLISH  THE  NECESSARY  INTER- INSTI TUTIONAL  AGREEMENT (S) 
CONSISTENT  WITH  THAT  POLICY." 

In  addition,  letters  acknowledging  participation  in  the  program  are  required  from  each  participating  institution  and 
must  be  signed  by  the  program  coordinator  and  the  appropriate  institutional  official. 

Reporting  Requirements 

A progress  report  will  be  required  at  the  end  of  the  planning  phase  (if  any)  or  at  the  end  of  the  first  year,  whichever 
is  shorter.  A final  report  will  be  required  90  days  after  the  termination  date  of  the  award  and  must  include  information 
for  each  student  participant  and  the  benefits  derived  from  the  partnership  program.  For  applicants  submitting  competing 
renewals  the  progress  report  in  the  competing  application  may  satisfy  this  requirement. 

Student  Population  and  Career  Tracking 

The  nature  and  extent  of  underrepresented  minority  student  participation  must  be  thoroughly  delineated.  The  applicant 
should  also  describe  the  Associate's  degree- granting  institution's  success  in  training  its  students  in  the  sciences, 
including  information  on  the  nimbers  of  minority  students  receiving  the  Associate's  degree  and  data  on  subsequent  careers 
or  education  of  their  graduates. 

The  applicant  should  describe  a system  by  which  it  would  monitor  and  track  the  students  participating  in  this  program, 
including  their  future  careers,  in  order  to  evaluate  the  success  of  the  program. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested  to  submit,  by  November  19,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  plan,  the  name,  address,  and  telephone  number  of  the  program  director,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA.  Although  a letter  of  intent  is  not 
required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains 
is  helpful  in  planning  for  the  review  of  applications.  It  allows  NIH  staff  to  estimate  the  potential  review  workload 
and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  the  Program  Administrator  listed  below  under  "INQUIRIES." 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248;  and  from  the  NIGMS  program  administrator  listed  under  INQUIRIES. 

The  RFA  label  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of  the  application.  Failure 
to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee 
in  time  for  review.  In  addition,  the  RFA  number  and  title  must  be  typed  on  line  2A  of  the  face  page  form,  the  "YES" 
box  must  be  marked,  and  "R25"  typed  in  2B. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  photocopies  of  the  signed 
application  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to  Dr.  Americo  Rivera,  Jr.  at  the 
address  listed  under  INQUIRIES. 

Applications  must  be  received  by  January  20,  1994.  Applications  received  after  that  date  will  be  returned  to  the 
appl icant. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  administratively  reviewed  by  NIH  staff.  Incomplete  and/or  unresponsive  applications 
will  be  returned  to  the  applicant  without  further  consideration.  Those  applications  that  are  complete  and  responsive 
will  be  evaluated  in  accordance  with  the  criteria  stated  below  for  scientific  and  technical  merit  by  appropriate  peer 
review  groups.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  General  Medical  Sciences  Council. 

Review  criteria: 

o qualifications  and  experience  of  the  Principal  Investigator  and  staff  to  carry  out  the  proposed  program  (extensive 
publication  records  may  be  waived  for  faculty  at  primarily  teaching  institutions); 

o appropriateness  of  the  plans  to  develop  the  transition  program  to  meet  the  goals  of  the  solicitation;  appropriateness 
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of  the  existing  program,  if  appropriate,  and  of  plans  to  modify  that  program; 

o availability  of  significant  numbers  of  underrepresented  minority  students  in  the  participating  science  department(s) 
who  are  interested  in  studying  further  in  biomedical  and  health -related  fields; 

o evidence  of  underrepresented  minority  students  progressing  to  higher  education  in  the  sciences; 

o appropriateness  of  the  system  to  track  future  course  of  program  participants  and  monitor  the  effectiveness  of  the 

program; 

o budget  and  cost-effectiveness  of  the  project  including  appropriateness  to  the  scope  of  the  program,  benefit  to  the 
students,  nisnfoer  of  students  involved,  appropriateness  of  the  of  resources  allocated  to  AA  institution(s),  and 
responsible  and  prudent  senior  personnel  costs; 

o evidence  of  institutional  commitment,  for  each  institution,  and  strength  of  the  collaborative  efforts  between 
institutions  to  foster  professional  development  of  underrepresented  minority  faculty  and  to  train  underrepresented 
minority  students  in  the  biomedical  sciences; 

o appropriateness  of  the  administrative  plan  for  managing  the  proposed  program,  including  adequacy  of  space  and  other 

institutional  resources. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1994.  Award  decisions  will  be  based  on  the  technical  merit  of  the 
applications,  the  geographical  distribution  of  the  awardee  institutions,  and  diversity  of  underrepresented  minority 
student  participants.  Awards  can  be  made  only  to  institutions  with  financial  management  systems  and  management 
capabilities  that  are  acceptable  under  PUS  policy.  Awards  will  be  administered  under  the  PHS  Grants  Policy  Statement. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Americo  Rivera,  Jr.,  Ph.D. 

National  Institute  of  General  Medical  Sciences 

Westwood  Building,  Room  909 

Bethesda,  MD  20892 

Telephone:  (301)  594-7744 

FAX:  (301)  594-7700 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms  Annette  Hanopole 

Grants  Management  Specialist 

National  Institute  of  General  Medical  Sciences 

Westwood  Building,  Room  935 

Bethesda,  MD  20892 

Telephone:  (301)  594-7819 

AUTHORITY  AND  REGULATIONS 

Awards  are  authorized  by  sections  301  and  405  of  the  Public  Health  Service  Act,  as  amended  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  45  CFR  Part  74  or  45  CFR  Part  92.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Execut i ve  Order  12372  or  Health  Systems  Agency  review.  This  program  is 
described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.960,  Special  Minority  Initiatives  Program. 


INITIATIVE  FOR  MINORITY  STUDENTS:  BRIDGES  TO  THE  DOCTORAL  DEGREE 

NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 
RFA:  GM-94-002 

P.T.  44,  FF;  K.W.  0720005,  0710030 

National  Institute  of  General  Medical  Sciences 

Letter  of  Intent  Receipt  Date:  November  19,  1993 
Application  Receipt  Date:  January  20,  1994 

PURPOSE 

The  National  Institute  of  General  Medical  Sciences  (NIGMS)  and  the  Office  of  Research  on  Minority  Health  (ORWH),  National 
Institutes  of  Health  (NIH),  re-announce  two  initiatives  directed  at  increasing  the  number  of  underrepresented  minorities 
entering  careers  in  biomedical  research.  The  programs  target  two  different  underrepresented  minority  student 
populations:  those  in  colleges  and  universities  offering  only  Master  of  Science  (M.S.)  degree  programs  in 
biomedical ly- related  sciences  and  those  in  two-year  junior  or  community  colleges.  These  have  been  identified  as  two 
key  transition  points  for  students  considering  careers  in  biomedical  research.  This  is  the  third  year  of  this  program, 
which  seeks  to  encourage  the  development  of  new  and  innovative  programs  and  the  expansion  of  existing  programs  to  improve 
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the  academic  competitiveness  of  underrepresented  minority  students  and  facilitate  their  transition  into  the  next  stage 
towards  careers  in  biomedical  research. 

This  Request  for  Applications  (RFA)  solicits  new  applications  for  a partnership  program  involving  institutions  awarding 
the  M.S.  degree  and  universities  awarding  the  Ph.D.  degree.  A separate  RFA  (GM-94-001)  describes  a program  targeting 
the  transition  from  two-year  colleges  awarding  the  Associate's  degree  to  institutions  awarding  the  Baccalaureate  degree. 
Former  applicants  of  unfunded  Bridge  applications  are  encouraged  to  submit  revised  applications  that  respond  to  the  prior 
concerns  of  the  National  Advisory  General  Medical  Sciences  Council. 

ELIGIBILITY  REQUIREMENTS 

General 

Applications  may  be  submitted  by  domestic,  private  and  public,  educational  institutions.  State  or  local  systems  of 
higher  education  (also  hereinafter  referred  to  as  institutions)  may  submit  applications  as  well.  An  institution  may 
be  involved  as  a partner  institution  in  more  than  one  Bridge  Program,  but  can  be  the  APPLICANT  institution  for  only  one 
Bridges  to  the  Baccalaureate  Degree  and  one  Bridges  to  the  Doctoral  Degree  Program.  Institutions  with  NIGMS  Doctoral 
Bridge  Program  (R25)  grants  funded  after  March  1,  1993  are  not  eligible  to  apply  for  this  RFA  (GM-94-002). 

An  institution  or  system  of  higher  education  may  submit  ONLY  ONE  application  for  this  RFA.  Institutions  that  submit 
applications  in  response  to  this  RFA  may  also  apply  for  support  for  a Bridge  to  the  Baccalaureate  Degree,  RFA  GM-94-001, 
if  they  meet  the  eligibility  requirements.  However,  a separate  application  for  each  RFA  is  required.  Institutions 
submitting  their  own  applications  may  participate  in  programs  with  other  applicant  institutions  if  these  interactions 
are  consistent  with  institutional  resources  and  their  unified  institutional  plans  described  in  BOTH  applications  (see 
UNIFIED  PLAN  under  SPECIAL  REQUIREMENTS).  Institutions  participating  in  more  than  one  application  should  provided  a 
justification  for  each. 

Programs  developed  or  modified  under  this  initiative  must  be  specifically  designed  to  target  underrepresented  minority 
graduate  students  majoring  in  the  sciences.  For  purposes  of  this  announcement,  underrepresented  minority  students  are 
individuals  belonging  to  a particular  ethnic  or  racial  group  that  has  been  determined  by  the  grantee  institution  to  be 
underrepresented  in  biomedical  or  behavioral  research.  Nationally,  individuals  who  have  been  found  to  be 
underrepresented  in  biomedical  or  behavioral  research  include,  but  are  not  limited  to,  African  Americans,  Hispanic 
Americans,  Native  Americans  and  Pacific  Islanders.  The  term  "science"  is  used  in  this  RFA  to  mean  the  natural,  physical, 
and  behavioral  sciences  and  mathematics  relevant  to  biomedical  research. 

Applications  must  include  a partnership  between  an  institution  that  offers  the  M.S.  degree  ("MS  Institution")  as  the 
only  post-graduate  degree  in  the  sciences  within  the  participating  departments  AND  has  a significant  enrollment  of 
underrepresented  minorities,  and  one  research  university  providing  Ph.D.  degree  programs  in  areas  relevant  to  the 
biomedical  sciences. 

All  applications  must  involve  a partnership  of  at  least  two  colleges  or  universities,  but  may  involve  a consortium  of 
several  institutions,  and  may  include  several  institutions  within  a single  state  system.  One  participating  institution 
must  be  designated  as  the  applicant  institution,  must  name  the  program  director,  and  must  submit  the  application.  Each 
participating  institution  must  name  one  individual  to  act  as  its  program  coordinator.  Applications  must  include  a 
description  of  the  collaborative  arrangement  with  all  participating  institutions. 

Institutions  offering  both  the  M.S.  and  Ph.D.  degrees  may  not  use  funds  from  this  program  for  graduates  of  their  own 
M.S.  degree  programs  to  enter  their  own  Ph.D.  degree  programs,  even  if  the  student  is  moving  from  one  department,  school, 
or  college  to  another.  The  program  seeks  to  promote  and  enhance  partnerships  BETWEEN  institutions. 

For  additional  requirements  see:  SPECIAL  REQUIREMENTS 

MECHANISM  OF  SUPPORT 

General 

Awards  under  this  RFA  will  use  the  institutional  education  project  (R25)  grant.  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for 
applications  submitted  in  response  to  this  RFA  may  not  exceed  two  years.  Requested  direct  costs  are  not  to  exceed 
$300,000  for  the  two-year  period.  Indirect  costs  will  be  paid  at  eight  percent  of  the  direct  costs,  minus  appropriate 
exclusions,  or  actual  indirect  costs,  whichever  is  less.  A budget  for  each  year  should  be  provided. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  applications  will  not  be  accepted. 

Allowable  Costs 

If  appropriate,  the  budget  request  may  be  divided  into  two  phases:  a planning  phase  with  its  attendant  budget  for  the 
development,  adjustment  and/or  refinement  of  the  partnership  program;  and  an  implementation  phase  with  its  attendant 
budget.  The  planning  phase  costs  should  be  minimal  and  not  exceed  a period  of  one  year.  Faculty  release  time  for 
planning  and  implementation  of  the  program  and  faculty  travel  related  to  program  development  may  be  requested. 

The  implementation  phase  may  include  the  costs  of  administering  and  coordinating  the  partnership  program  within  and 
between  each  of  the  participants.  Requests  for  equipment,  supplies,  travel,  and  other  expenses  should  be  limited  to 
those  necessary  for  program  development  and  should  be  carefully  and  specifically  justified. 

Student  participation  (limited  to  those  matriculated  at  the  MS  partner  institution(s))  in  research  experiences  may  be 
requested  and  remunerated  through  salary/wages  and/or  other  forms  of  compensation  paid  in  lieu  of  wages  (e.g.,  tuition 
remission).  These  expenditures  are  allowable  provided  the  student  is  performing  necessary  work,  there  is  an 
employer -employee  relationship  between  the  student  and  the  institution,  the  total  compensation  is  reasonable  for  the 
work  performed,  and  it  is  the  institution's  practice  to  provide  compensation  for  all  students  in  similar  circumstances, 
regardless  of  the  source  of  support  for  the  activity. 
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Stipends,  housing,  tuition,  and  fees  are  not  allowable  costs  under  this  program. 

FUNDS  AVAILABLE 

An  estimated  total  of  $9  million  will  be  available  in  Fiscal  Year  1994  for  supporting  awards  made  in  response  to  this 
solicitation  (GH-93-002),  GM-94-001,  and  applications  for  competing  continuations,  GM-94-003.  NIH  staff  anticipate 
making  a combined  total  of  20  to  40  new  and  competing  continuation  awards  for  these  RFAs  using  multi-year  funding,  if 
NIH  receives  sufficient  numbers  of  highly  meritorious  applications  and  sufficient  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Background 

This  program  seeks  to  promote  the  initiation  and  development  of  new  transitional  programs,  as  well  as  the  expansion  and 
enhancement  of  existing  programs  between  those  institutions  with  departments  offering  only  the  Master's  degree  as  the 
graduate  academic  degree  in  the  sciences,  and  that  have  significant  enrollments  of  underrepresented  minority  students, 
and  research  universities  with  Ph.D.  degree  programs.  The  objective  is  to  facilitate  the  transition  of  underrepresented 
minority  graduate  students  into  Ph.D.  programs  after  obtaining  their  M.S.  degree.  Students  receiving  their  M.S.  degree 
in  one  field  of  science  may  pursue  a Ph.D.  in  a different  area  if  it  is  in  a discipline  related  to  the  biomedical 
sciences. 

Collaborative  agreements  should  take  the  form  that  best  fits  the  needs  and  situations  of  the  institutions  involved. 
The  challenge  for  the  project  director,  with  the  help  of  the  participating  partners,  is  to  design  a new  partnership 
program,  or  enhance  an  existing  program,  that  will  focus  attention  and  adequate  resources  to  the  MS  Institution(s)  to 
enhance  the  academic  compet i t i veness  of  their  graduate  degree  programs  and  graduates  in  the  sciences. 

Additional  Information 

The  "Bridge"  programs  must  be  designed  with  special  attention  to  the  needs  and  special  requirements  of  the 
underrepresented  minority  graduate  students  enrolled  in  the  M.S.  degree  program.  They  may  include,  but  are  not  limited 
to,  the  following  elements: 

o providing  research  opportunities  for  M.S.  students  at  the  Ph.D.  institution  or  in  private  industrial  laboratories 
(students  may  receive  compensation  for  these  activities); 

o establishing  a mentoring  program  for  M.S.  students  with  faculty  at  the  Ph.D.  institution; 

o strengthening  the  research  capability  of  the  MS  Institution  (e.g.,  by  faculty  research  collaborations,  joint  seminar 
programs,  etc.); 

o enhancing  the  curriculum  of  the  MS  Institution  (special  courses,  seminars,  etc.); 

o enabling  and  encouraging  students  from  either  institution  to  take  classes  at  the  other  institution; 

o guaranteeing  acceptance  into  the  participating  Ph.D.  program(s)  for  students  completing  the  M.S.  program; 

o academic  counseling  for  M.S.  students,  with  a particular  focus  on  encouraging  students  to  pursue  research  careers 
in  the  biomedical  sciences. 

o nontraditional  or  other  professional  degree-granting  institutions  should  describe  those  modifications  or  additions 
to  their  programs  that  would  encourage  and  facilitate  Bridge  students  to  enter  research  careers. 

It  is  an  expectation  of  NIGMS  and  ORMH  that  students  who  enter  Ph.D.  programs  as  a result  of  this  enhancement  program 
will  receive  support,  if  needed,  while  progressing  satisfactorily  in  Ph.D.  research  training  programs.  Applicants  should 
describe  the  type(s)  of  institutional  support  that  would  be  available  to  such  students. 

SPECIAL  REQUIREMENTS 

Applicants  should  describe  the  proposed  transition  program  in  detail  and  explain  how  its  design  will  meet  the  goals  of 
this  initiative.  Applicants  should  describe  the  criteria  to  be  used  in  the  selection  and  retention  of  the  student 
participants  for  this  program;  applicants  should  also  describe  the  criteria  for  selecting  participating  faculty. 
Applicants  with  an  existing  transition  program  should  describe  that  program  and  explain  how  it  would  be  altered  to  meet 
the  goals  of  this  initiative. 

Unified  Plan 

To  avoid  duplication  of  effort  each  institution  should  develop  a unified  plan  (which  may  include  the  biomedically 
relevant  physical,  natural  and  behavioral  sciences  and  mathematics)  to  facilitate  the  transfer  of  its  students  from  the 
M.S.  degree  program  to  the  Ph.D.  degree  program  at  another  institution.  Applicants  should  describe  how  this  proposal 
fits  in  with  the  institution's  overall  transition  plan.  If  an  institution  is  involved  in  more  than  one  Bridge  Program, 
the  applicant  or  the  institution's  program  coordinator  must  describe  how  the  various  Bridge  Programs  interact  and  are 
consistent  with  the  institution's  unified  plan. 

Other  Training  Programs 

Colleges  with  any  NIH  funding  such  as  the  Minority  Access  to  Research  Careers  (MARC),  Minority  Biomedical  Research 
Support  Program  (MBRS),  National  Research  Service  Award  (NRSA)  training  grants,  and/or  project  grants,  or  other  sources 
of  funds  such  as  National  Science  Foundation  grants  or  Howard  Hughes  Medical  Institute  grants,  should  define  the 
relationship  between  those  programs  and  this  transition  program.  They  should  delineate  how  this  enhancement  program 
will  influence  their  partnerships  with  the  other  participants  and  the  manner  in  which  underrepresented  minority  students 
in  the  transition  program  will  interact  with  these  other  sources  of  support. 
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Consortium  Agreements 


Each  applicant  institution  should  delineate  appropriate  agreements  and  consortium  arrangements  with  other  institutions 
consistent  with  its  own  unified  institutional  plan.  The  following  statement,  accompanied  by  signatures  of  the 
appropriate  administrative  officials  from  EACH  of  the  collaborating  institutions,  must  be  included  as  part  of  the 
application: 

■•THE  APPROPRIATE  PROGRAMMATIC  AND  ADMINISTRATIVE  PERSONNEL  OF  EACH  INSTITUTION  INVOLVED  IN  THIS  GRANT  APPLICATION  ARE 
AWARE  OF  THE  NIH  CONSORTIUM  GRANT  POLICY  AND  ARE  PREPARED  TO  ESTABLISH  THE  NECESSARY  INTER- INSTITUTIONAL  AGREEMENT(S) 
CONSISTENT  WITH  THAT  POLICY." 

In  addition,  letters,  signed  by  the  appropriate  institutional  official  and  program  coordinator,  acknowledging 
participation  in  the  program  are  required  from  each  participating  institution. 

Reporting  Requirements 

A progress  report  will  be  required  at  the  end  of  the  planning  phase  (if  any)  or  at  the  end  of  the  first  year,  whichever 
is  shorter.  A final  report  will  be  required  90  days  after  the  termination  date  of  the  award  and  must  include  information 
for  each  student  participant  and  the  benefits  derived  from  the  partnership  program.  For  applicants  submitting  competing 
renewals  the  progress  report  in  the  competing  application  may  satisfy  this  requirement. 

Student  Population  and  Career  Tracking 

The  nature  and  extent  of  underrepresented  minority  student  participation  must  be  thoroughly  delineated.  The  applicant 
should  also  describe  the  MS  Institution's  success  in  training  its  students  in  the  sciences,  including  information  on 
the  numbers  of  minority  students  receiving  the  M.S.  degree  and  data  on  subsequent  careers  or  education  of  their 
graduates. 

The  applicant  should  describe  a system  by  which  it  would  monitor  and  track  the  students  participating  in  this  program, 
including  their  future  careers,  in  order  to  evaluate  the  success  of  the  program. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested  to  submit,  by  November  19,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  plan,  the  name,  address,  and  telephone  number  of  the  program  director,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA.  Although  a letter  of  intent  is  not 
required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains 
is  helpful  in  planning  for  the  review  of  applications.  It  allows  NIH  staff  to  estimate  the  potential  review  workload 
and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  the  Program  Adninistrator  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  NIH,  5333  West bard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248;  and  from  the  NIGMS 
program  administrator  listed  under  INQUIRIES. 

The  RFA  label  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of  the  application.  Failure 
to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee 
in  time  for  review.  In  addition,  the  RFA  number  and  title  must  be  typed  on  line  2A  of  the  face  page  form,  the  "YES" 
box  must  be  marked,  and  "R25"  typed  in  2B. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  photocopies  of  the  signed 
application  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to  Dr.  Americo  Rivera,  Jr.  at  the 
address  listed  under  INQUIRIES. 

Applications  must  be  received  by  January  20,  1994.  Applications  received  after  that  date  will  be  returned  to  the 
appl icant. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  administratively  reviewed  by  NIH  staff.  Incomplete  and/or  unresponsive  applications 
will  be  returned  to  the  applicant  without  further  consideration.  Those  applications  that  are  complete  and  responsive 
will  be  evaluated  in  accordance  with  the  criteria  stated  below  for  scientific  and  technical  merit  by  appropriate  peer 
review  groups.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  General  Medical  Sciences  Council. 

Review  criteria 

o qualifications  and  experience  of  the  Principal  Investigator  and  staff  to  carry  out  the  proposed  program; 

o appropriateness  of  the  plans  to  develop  the  transition  program  to  meet  the  goals  of  the  solicitation;  appropriateness 
of  the  existing  program,  if  appropriate,  and  of  plans  to  modify  that  program; 
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o availability  of  significant  numbers  of  underrepresented  minority  students  in  the  participating  science  department(s) 
who  are  interested  in  studying  further  in  biomedical  and  health-related  fields; 

o evidence  of  underrepresented  minority  students  progressing  to  higher  education  in  the  sciences; 

o appropriateness  of  the  system  to  track  future  course  of  program  participants  and  monitor  the  effectiveness  of  the 
program; 

o budget  and  cost-effectiveness  of  the  project  including  appropriateness  to  the  scope  of  the  program,  benefit  to  the 
students,  number  of  students  involved,  appropriateness  of  the  of  resources  allocated  to  MS  institution(s),  and 
responsible  and  prudent  senior  personnel  costs; 

o evidence  of  institutional  commitment,  for  each  institution,  and  strength  of  the  collaborative  efforts  between 
institutions  to  foster  professional  development  of  underrepresented  minority  faculty  and  to  train  underrepresented 
minority  students  in  the  biomedical  sciences; 

o appropriateness  of  the  administrative  plan  for  managing  the  proposed  program,  including  adequacy  of  space  and  other 
institutional  resources. 

AUARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1994.  Award  decisions  will  be  based  on  the  technical  merit  of  the 
applications,  the  geographical  distribution  of  the  awardee  institutions,  and  diversity  of  underrepresented  minority 
student  participants.  Awards  can  be  made  only  to  institutions  with  financial  management  systems  and  management 
capabilities  that  are  acceptable  under  PHS  policy.  Awards  will  be  ackninistered  under  the  PHS  Grants  Policy  Statement. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Americo  Rivera,  Jr.,  Ph.D. 

National  Institute  of  General  Medical  Sciences 

Westwood  Building,  Room  909 

Bethesda,  MD  20892 

Telephone:  (301)  594-7744 

FAX:  (301)  594-7700 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms  Annette  Hanopole 

Grants  Management  Specialist 

National  Institute  of  General  Medical  Sciences 

Westwood  Building,  Room  935 

Bethesda,  MD  20892 

Telephone:  (301)  594-7819 

AUTHORITY  AND  REGULATIONS 

Awards  are  authorized  by  sections  301  and  405  of  the  Public  Health  Service  Act,  as  amended,  and  ackninistered  under  PHS 
grants  policies  and  Federal  Regulations  45  CFR  Part  74  or  45  CFR  Part  92.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review.  This  program  is 
described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.960,  Special  Minority  Initiatives  Program. 


GENETICALLY  ENHANCED  CARDIOVASCULAR  IMPLANTS 

NIH  GUIDE.  Volume  22,  Nunber  36,  October  8,  1993 
RFA  AVAILABLE:  HL-93-019 

P.T.  34;  K.W.  0715040,  0740022,  0740027,  1002019,  1002004 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  December  14,  1993 
Application  Receipt  Date:  January  13,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  objective  of  this  RFA  is  to  stimulate  interdisciplinary  research  leading  to  the  development  of  implanted 
cardiovascular  devices  lined  with  genetically  modified  cells.  These  cel l- lined  devices  would  be  capable  of  (1)  secreting 
substances  into  the  local  microenvironment  that  would  enhance  the  biocompatibility  of  the  device  or  (2)  serving  as  an 
"organoid"  (a  hybrid  organ  composed  of  a biomaterial  lattice  coated  with  secretory  cells)  that  would  function  as  a source 
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for  chronic  systemic  delivery  of  agents  with  desirable  cardiovascular  actions.  This  research  may  lead  to  reduced 
complications  with  the  use  of  heart  valves,  vascular  grafts,  stents,  and  circulatory  support  systems  and  improved 
treatment  of  disorders  such  as  atherosclerosis,  diabetes,  and  hypertension. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  The  RFA,  Genetically  Enhanced 
Cardiovascular  Implants,  is  related  to  the  priority  area  of  heart  disease  and  stroke.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001-473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  foreign  organizations  should  be  limited  to  three  years.  Applications  from 
minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01).  Responsibility  for  the 
planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project 
period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years.  The  anticipated  award  date 
is  August  1,  1994.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is 
anticipated  that  the  size  of  an  award  will  vary  also.  This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing 
continuation  applications  will  compete  with  all  investigator- initiated  applications  and  be  reviewed  according  to  the 
customary  peer  review  procedures. 

FUNDS  AVAILABLE 

It  is  anticipated  that  for  FY  94  approximately  $750,000  will  be  available  for  this  RFA  from  the  Advanced  Biomaterials 
program  of  the  Federal  Coordinating  Council  for  Science,  Engineering,  and  Technology  (FCCSET)  initiative,  and  that  four 
grants  will  be  awarded  under  this  program.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number 
of  applications  of  high  scientific  merit. 

RESEARCH  OBJECTIVES 

Biocompatibility  problems  are  encountered  with  the  long-term  use  of  implanted  cardiovascular  devices  such  as  artificial 
hearts,  ventricular  assist  devices,  heart  valves,  small  diameter  vascular  grafts,  and  stents. 

Recent  experimental  studies  indicate  the  feasibility  of  developing  an  "organoid"  consisting  of  a biomaterial  lattice 
coated  with  genetically  engineered  cells.  Further  studies  are  needed  to  determine  the  function  and  control  of  such  an 
organoid  over  prolonged  periods  of  time.  This  approach  could  lead  to  new  modes  of  prevention  and  treatment  of 
atherosclerosis,  hypertension,  diabetes,  and  other  conditions  including  non-  cardiovascular  disorders. 

Implants  incorporating  genetically  modified  cells  have  the  potential  for  continuous  delivery  of  effective  concentrations 
of  proteins  of  therapeutic  interest  synthesized  by  the  cells.  Thus,  the  potential  exists  for  using  these  implants  in 
two  ways. 

1.  The  biocompatibility  problems  of  implants  may  be  addressed  by  use  of  cells  that  secrete  molecules  capable  of  locally 
controlling  or  preventing  thrombosis  and  intimal  hyperplasia. 

2.  Alternatively,  an  organoid  comprising  genetically  modified  cells  on  a polymer  matrix  might  be  used  to  treat  various 
cardiovascular  disorders  by  systemic  delivery  of  antithrombotic,  thrombolytic,  antiproliferative,  vasoactive,  angiogenic, 
or  other  agents. 

It  is  expected  that  most  applications  will  involve  animal  models  as  well  as  cell  cultures.  In  vivo  studies  on  human 
subjects  will  not  be  supported. 

Suggested  areas  of  research  include,  but  are  not  limited  to,  the  following: 

o Studying  genetic  modification  of  endothelial  or  other  cells  for  the  production  of  recombinant  proteins  with  desired 
therapeutic  effects  and  investigating  mechanisms  of  control  of  expression  of  recombinant  genes. 

o Investigating  the  long-term  function  of  genetically  modified  cells  seeded  on  vascular  implants. 

o Studying  the  parameters  that  affect  the  functions  of  organoids  for  cardiovascular  applications.  These  may  include 
the  chemical  nature  of  the  polymer,  surface  receptor  mechanisms  on  the  polymer,  the  effect  of  cell  adhesion  molecules 
or  growth  factors  coated  on  the  polymer  fibers,  configuration  of  the  polymer  network,  and  the  techniques  of  implantation. 

o Defining  the  conditions  under  which  vascularization  of  the  organoid  is  reproducible,  complete,  and  long- lasting. 

o Investigating  failure  modes:  immunologic  rejection  (if  non-autologous  cells  are  used),  decline  or  cessation  of 
expression,  malignant  change,  effects  on  other  genes.  Developing  strategies  for  responding  to  such  events. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  14,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
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key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It 
allows  NHLBI  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to; 

Dr.  Matthew  Starr 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553A 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248;  and  from  the  NIH  program  administrator  named  below.  Applications  must  be  received  by  January  13,  1994. 

REVIEW  CONSIDERATIONS 

Applications  will  be  judged  on  the  basis  of  the  scientific  merit  of  the  proposed  protocols  and  the  qualifications  and 
research  experience  of  the  investigators,  especially  in  the  area  of  the  proposed  research. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  August  1,  1994.  Criteria  for  making  awards  will  include  priority  score,  availability 
of  funds,  and  programmatic  priorities. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Paul  Didisheim 

Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
7550  Wisconsin  Avenue 
Federal  Building,  Room  312 
Bethesda,  MD  20892 
Telephone:  (301)  496-1586 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Mr.  William  Darby 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11 

Bethesda,  MD  20892 

Telephone:  (301)  594-7458 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.837.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  amended  by  Public  Law  99-158,  42  USC  241  and  285) 
and  acfeninistered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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DRUG  DEPENDENCE  RESEARCH  CENTER  GRANT  PROGRAM 


N I H GUIDE.  Volume  22,  Number  36,  October  8,  1993 

RFA  AVAILABLE:  DA-94-001 

P.T.  34;  K.U.  0404009,  0745070,  0710030 

National  Institute  on  Drug  Abuse 

Letter  of  Intent  Receipt  Date:  December  17,  1993 
Application  Receipt  Date:  January  18,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

Grant  support  from  the  National  Institute  on  Drug  Abuse  (NIDA)  is  available  to  establish  Drug  Dependence  Research  Centers 
(DDRCs).  DDRCs  are  defined  in  two  categories:  (1)  Treatment  Research  Centers  (TRCs)  or  (2)  Medications  Development 
Research  Centers  (MDRCs) . DDRCs  that  primarily  conduct  interdisciplinary  research  on  the  efficacy  of  treatment  of  drug 
dependence  will  be  considered  to  be  Treatment  Research  Centers  (TRCs).  DDRCs  that  primarily  conduct  interdisciplinary 
research  on  medications  development  for  drug  dependence  will  be  considered  to  be  Medications  Development  Research  Centers 
(MDRCs).  Applicants  are  expected  to  develop  proposals  that  are  primarily  TRC  or  MDRC  in  their  integrative  research 
theme,  but  may  choose  to  include  components  consistent  with  either  category  (e.g.,  a TRC  application  may  include 
project(s)  that  are  medications  development  or  vice-versa). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Drug  Dependence  Research  Center 
Grants,  is  related  to  the  priority  area  of  alcohol  and  other  drugs.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  However,  the  proposed  TRC  or  MDRC  must  be  affiliated  with  an  institution,  such  as  a university, 
medical  center,  or  research  center,  that  has  the  resources  to  sustain  a long-term,  coordinated  research  program  around 
a central  theme  relating  to  maximizing  and  establishing  the  efficacy  of  drug  dependence  treatment  including  medications 
development.  An  applicant  institution  must  demonstrate  the  ability  to  attract  high  quality  scientists  from  biomedical, 
behavioral,  and/or  social  science  disciplines  who  are  willing  to  make  a long-term  commitment  to  drug  dependence  treatment 
research.  The  proposed  TRC  or  MDRC  should  have  the  clear  capability  to  conduct  clinical  research  in  existing  treatment 
or  medications  development  programs.  Applicants  should  demonstrate  explicitly  how  this  research  will  be  integrated 
within  the  treatment  program.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  organizations 
are  ineligible. 

MECHANISM  OF  SUPPORT 

The  National  Institutes  of  Health  (NIH)  center  grant  (P50)  mechanism  will  be  the  mechanism  of  support  used  under  this 
RFA.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the 
applicant.  This  RFA  is  a one-time  solicitation.  Any  applications  received  after  the  single  receipt  date  will  be 
returned  to  the  applicant  without  further  review. 

FUNDS  AVAILABLE 

It  is  anticipated  that  up  to  $14  million  will  be  available  to  support  the  first  year  of  this  grant  program.  Because 
the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  the  size  of  an  award  will  also  vary. 
However,  it  is  anticipated  that  approximately  8 to  10  new  awards  will  be  made  under  the  RFA.  Refer  to  the  RFA  for 
additional  details. 

RESEARCH  OBJECTIVES 

This  research  program  is  intended  to  support  the  establishment  of  DDRCs  (TRCs  or  MDRCs)  to  conduct  interdisciplinary 
research  on  the  efficacy  of  treatment  for  drug  addiction.  Effort  is  to  be  made  to  use  "state-of-the-science"  approaches. 
Drug  dependence  treatment  efficacy  research  within  a DDRC  should  involve  the  systematic  development  and  integration  of 
knowledge  derived  from  a variety  of  sources,  and  should  utilize  a nimber  of  designs. 

The  proposed  research  must  be  organized  around  a central  theme.  The  theme  of  the  DDRC  (TRC  or  MDRC)  should  clearly 
relate  to  investigating  the  efficacy  of  drug  dependence  treatments.  DDRCs  funded  under  this  announcement  may  conduct 
research  on: 

TRC 

o psychobehavioral  treatments  and/or 
o currently  marketed  pharmacological  treatments 
MDRC 

o medications  development. 
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SPECIAL  REQUIREMENTS 


The  applicant  should  provide  a detailed  plan  (for  up  to  five  years)  describing  the  DDRC's  proposed  research  program, 
focused  on  the  central  theme.  This  plan  should  include  specific  information  on  the  proposed  research  projects, 
identification  of  scientists  who  are  to  be  affiliated  with  the  DDRC,  and  their  roles  in  the  program  of  research. 
Existing  research  programs  and  projects  which  are  essential  to  the  plan  should  be  identified,  and  arrangements  for 
integrating  these  into  the  DDRC's  activities  delineated.  Letters  of  cooperation  should  be  obtained  from  principal 
investigators  whose  data  will  be  used  in  DDRC  activity,  except  for  those  programs  whose  data  bases  are  in  the  public 
domain  and  routinely  made  available  for  public  use.  Letters  of  cooperation  will  also  be  needed  for  multi-site 
investigations  where  identified  programs  are  to  be  used  for  control  or  manipulation  of  variables.  The  nature  and  mix 
of  investigators  will  be  dependent  on  the  particular  theme  selected.  However,  potential  is  seen  for  interrelated  studies 
involving  scientists  in  the  areas  of  clinical,  counseling  and  experimental  psychology,  medical  specialties  (including 
psychiatry),  clinical  pharmacology,  clinical  toxicology,  social  work,  and  statistics  as  are  relevant  to  the  theme  of 
the  application.  Relationship  of  individual  projects/studies  to  the  core  program  should  be  clearly  delineated. 

There  must  be  at  least  three  scored  projects  and  a core  which  collectively  meet  the  criteria  for  a Center.  There  is 
no  maximum  limit  to  the  number  or  projects  or  cores,  however,  it  must  be  demonstrated  that  they  are  administratively 
manageable. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  17,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIDA  staff  to  estimate  the  potential  review  workload  and  to  avoid 
conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 


Director,  Office  of  Extramural  Program  Review 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10-42 
Rockville,  MD  20857 
Telephone:  (301)  443-2755 

APPLICATION  PROCEDURES 


Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  These  forms  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grant  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  240,  Bethesda,  MD  20892,  telephone  (301) 
594-7248. 

Submit  a signed,  typewritten  original  of  the  application,  including  Checklist,  and  three  signed  photocopies  in  one 
package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Schedule 

Letter  of  Intent  Receipt  Date 
Application  Receipt  Date: 

Initial  Review: 

Advisory  Council: 

Earliest  Award  Date: 


: December  17,  1993 
January  18,  1994 
April  1994 
June  1994 
July  1,  1994 


Applications  received  after  the  receipt  date  will  be  returned  to  the  applicant  without  review. 


REVIEW  CONSIDERATIONS 


Applications  received  under  this  announcement  will  be  assigned  to  a special  review  group.  The  review  group,  consisting 
of  experts  in  psychobehavioral  and  pharmacological  drug  abuse  treatment  research,  and  medications  development  clinical 
trials,  as  warranted  by  the  applications,  will  review  the  applications  for  scientific  and  technical  merit  in  accordance 
with  the  standard  NIH  peer  review  procedures.  Pre-review  site  visits  will  not  be  made,  and  applications  may  not  be 
deferred  for  site  visit;  therefore,  applications  should  be  complete  when  submitted.  The  review  criteria  are  described 
in  the  RFA. 
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INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applications  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Jack  Blaine 

Division  of  Clinical  Research 

National  Institute  on  Drug  Abuse 

5600  Fishers  Lane 

Rockville,  HD  20857 

Telephone:  (301)  443-4060 

Direct  inquiries  regarding  fiscal  matters  to: 

Gary  Fleming,  J.D.,  M.A.,  Chief 
Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Sections  301  and  464P,  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  at  Title  42  CFR  52  "Grants  for  Research  Projects,"  Title  45  CFR  Part  74  & 92,  "Administration  of  Grants" 
and  45  CFR  Part  46,  "Protection  of  Hunan  Subjects."  Title  42  CFR  Part  2,  "Confidentiality  of  Alcohol  and  Drug  Abuse 
Patient  Records"  may  also  be  applicable  to  these  awards.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


KIDNEY  DISEASES  AND  HYPERTENSION  IN  AFRICAN  AMERICANS 

NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 

RFA  AVAILABLE:  DK-94-003 

P.T.  34,  FC;  K.W.  0715133,  0715115,  0755015 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  December  21,  1993 
Application  Receipt  Date:  January  18,  1993 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK),  announces  the  availability  of  a RFA  for 
cooperative  agreement  applications  from  investigators  to  serve  as  a clinical  center  and/or  data  coordinating  center  for 
the  full-scale  phase  of  the  clinical  trial  "African  American  Study  of  Kidney  Disease  and  Hypertension"  (AASK). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Health  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Kidney  Disease  and  Hypertension 
in  African  Americans,  is  related  to  the  priority  areas  of  diabetes  and  chronic  disabling  conditions.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Only  U.S.  organizations  are  eligible  to  apply.  Domestic  applications  may  not  include  international  components. 
Applications  may  be  submitted  by  for-profit  and  non-profit  organizations,  public  and  private,  such  as  universities, 
colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the  Federal  government. 
Applications  from  minority  and  women  investigators  and  minority  institutions  are  especially  encouraged. 

An  institution  may  apply  for  both  a Clinical  Center  and  Data  Coordinating  Center.  However,  a specific  plan  on  how  the 
independent  operation  (i.e.,  confidentiality  of  study-wide  data)  of  each  unit  will  be  maintained  is  required.  A separate 
application  for  each  center  will  be  required  from  an  institution  applying  for  both  a Clinical  Center  and  Data 
Coordinating  Center. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  the  cooperative  agreement  (U01).  Under 
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the  cooperative  agreement,  the  NIH  purpose  is  to  support  and/or  stimulate  the  recipient's  activity  by  involvement  in 
and  otherwise  working  jointly  with  the  award  recipient  in  a partner  role,  but  it  is  not  to  assune  direction,  prime 
responsibility,  or  a dominant  role  in  the  activity.  Details  of  the  responsibilities,  relationships  and  governance  of 
the  study  to  be  funded  under  cooperative  agreement(s)  are  discussed  in  the  RFA. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  the  entire  program  is  approximately  six 
million  dollars.  It  is  anticipated  that  one  award  for  the  Data  Coordinating  Center  for  not  more  than  $750,000  (including 
direct  and  indirect  costs)  per  year  and  fourteen  awards  for  Clinical  Centers  will  be  made.  Funding  for  a single  Clinical 
Center  will  be  approximately  $375,000  in  total  costs  per  year. 

Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK,  awards  in  response  to  this  RFA  are  contingent 
on  the  availability  of  funds  for  this  purpose. 

The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  will  be  seven  years.  The  anticipated 
award  date  is  July  1994.  At  this  time,  the  NIDDK  anticipates  that  there  will  not  be  a renewed  competition  after  seven 
years. 

RESEARCH  OBJECTIVES 

The  experimental  design  of  this  full-scale  trial  is  a multi-center,  prospective,  double-masked,  randomized  study 
examining  the  impact  of  three  anti hypertensive  drug  regimens  with  different  initial  randomized  drugs  and  two  different 
levels  of  blood  pressure  (BP)  control  on  the  rate  of  change  of  the  glomerular  filtration  rate  (GFR)  in  African  American 
subjects  with  hypertension  and  established  renal  insufficiency.  The  study  will  follow  a three  by  two  factorial  design. 
The  first  factor  will  consist  of  three  drug  regimens,  each  initiated  by  a different  agent.  The  three  initial  drugs  used 
in  these  regimens  will  be  a calcium  channel  blocker,  an  angiotensin  converting  enzyme  inhibitor,  and  a beta-blocker. 
The  second  factor  will  be  two  levels  of  goal  BP  as  defined  by  the  mean  arterial  pressure  (MAP).  One  group  will  have 
a goal  MAP  less  than  or  equal  to  92  mm  Hg  and  the  other  group  will  have  a MAP  between  102-107  mm  Hg  inclusive. 

Study  participants  in  the  AASK  full-scale  trial  are  restricted  to  African  Americans.  The  protocol  for  the  ongoing  AASK 
pi  lot  study  will  be  used  for  the  full-scale  study.  The  full-scale  study  will  include  fourteen  Clinical  Centers  (CC) 
and  a Data  Coordinating  Center  (DCC).  The  expertise  appropriate  for  investigators  at  the  CC  includes  a knowledge  of 
the  epidemiological  and  clinical  aspects  of  kidney  disease  and  hypertension,  experience  in  carrying  out  renal  and 
hypertension  clinical  trials,  experience  and  skill  in  measurement  of  kidney  function  (glomerular  filtration  rate), 
intervention  with  anti-hypertensive  drugs  among  a large  number  of  patients,  and  recruitment  and  follow-up  of  study 
participants,  particularly  African  Americans,  in  clinical  studies.  Ski  l Is  i n management  of  multi  - center  clinical  trials, 
establ ishing  and  maintaining  a large  data  base,  and  analysis  of  complex  data  sets  are  appropriate  for  the  Data 
Coordinating  Center. 

SPECIAL  REQUIREMENTS 

Since  the  funding  mechanism  to  be  used  is  the  cooperative  agreement,  a nunber  of  special  terms  and  conditions  are  given 
in  the  RFA  with  which  each  awardee  must  comply.  These  involve  the  relative  roles  and  responsibilities  of  the  clinical 
centers,  the  coordinating  center,  and  the  government  in  the  conduct  and  governance  of  the  study. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  policy  requires  that  applicants  pay  particular  attention  to  inclusion  of 
women  and  minorities  in  the  study  populations  so  that  research  findings  can  be  of  benef i t to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study.  However,  for  this  study,  only  African  Americans  will  be  recruited  as  study 
participants.  Therefore,  for  this  solicitation,  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  women  in 
the  study  population.  A clear  compelling  rationale  must  be  provided  if  women  are  excluded  or  inadequately  accounted 
for  in  the  application.  Applications  without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked,  but  not  required,  to  submit  a letter  of  intent.  This  letter  is  to  include  the  name, 
telephone  number,  and  mailing  address  of  the  Principal  Investigator,  the  names  of  key  personnel,  the  name  of  the 
applicant  institution,  and  the  number  and  title  of  this  RFA.  Such  a letter  of  intent  is  not  binding  and  it  will  not 
enter  into  the  review  of  any  application  subsequently  submitted  nor  is  it  a requirement  for  application.  Letters  of 
intent  are  requested  solely  for  planning  purposes.  The  information  contained  in  these  letters  is  helpful  in  planning 
for  review  of  applications.  It  allows  NIDDK  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible 
conflicts  of  interest  in  the  review.  The  NIDDK  staff  will  not  provide  responses  to  such  letters. 

Letters  of  intent  are  to  be  received  no  later  than  December  21,  1993  and  are  to  be  addressed  to; 

Dr.  Robert  D.  Hammond 
Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  605 

Bethesda,  MD  20892 

Telephone:  (301)  594-7515 

FAX:  (301)  594-7503 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (rev.  9/91),  available  in  the  office  of  sponsored  research  of  most 
academi c or  research  institutions  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
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Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MO  20892,  telephone  301-594-7248.  The  RFA  label 
available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Detailed  instructions  on 
submission  procedures  are  described  the  RFA.  Applications  must  be  received  by  January  18,  1994. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NIDDK  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the  applications  will  be  given 
a secondary  review  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council  unless  not  recomnended 
for  further  consideration  by  the  initial  review  group.  Applications  that  are  incomplete  or  unresponsive  to  the  RFA  will 
be  returned  to  the  applicant  or  held  until  the  next  regular  receipt  date  and  reviewed  by  the  Division  of  Research  Grants. 
Criteria  to  be  used  in  the  initial  review  are  detailed  in  the  RFA. 

INQUIRIES 

Interested  institutions  may  request  copies  of  this  RFA  and  the  Protocol  currently  being  used  in  the  pilot  phase  of  the 
study.  Requests  for  these  materials  may  be  addressed  to: 

Lawrence  Agodoa,  M.D. 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A11 

Bethesda,  MD  20892 

Telephone:  (301)  594-7553 

FAX:  (301)  594-7501 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No.  93.849-Kidney,  Urologic  and  Hematologic 
Diseases  Research.  Awards  are  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  adninistered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74  and  92.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 


ONGOING  PROGRAM  ANNOUNCEMENT 
BEHAVIORAL  SCIENCE  TRACK  AWARD  FOR  RAPID  TRANSITION 

NIH  GUIDE.  Volume  22,  Number  36,  October  8,  1993 
PAR  NUMBER:  PAR-94-002 

P.T.  34;  K.W.  0414015,  0404000,  1002030,  0730057 

National  Institute  of  Mental  Health 

PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH),  through  the  issuance  of  this  program  announcement  (PA),  hopes  to 
facilitate  the  entry  of  new  investigators  into  the  field  of  behavioral  science  research.  At  the  moment,  this  field  seems 
to  be  at  serious  risk  of  having  an  insufficient  number  of  researchers.  The  U.S.  Congress  has  directed  the  NIMH  to 
reverse  this  decline  of  the  number  of  new  NIMH  investigators  in  the  behavioral  sciences.  Therefore,  this  mechanism  has 
been  developed  to  increase  the  number  of  researchers  in  the  field.  If  successful,  it  could  be  used  to  enhance  other 
fields. 

The  Behavioral  Science  Track  Award  for  Rapid  Transition  (B/START)  is  intended  for  the  initiation  of  research  careers 
by  providing  rapid  review  and  funding  decisions  of  applications.  NIMH  invites  newly  independent  investigators  to  submit 
applications  for  small-scale,  exploratory  (i.e.,  pilot)  research  projects  related  to  the  mission  of  the  NIMH.  The  NIMH 
supports  research  to  develop  new  knowledge  on  the  basic  biological,  neuroscience,  behavioral,  social,  and  environmental 
factors  that  affect  mental  illness  and  mental  health;  research  on  the  diagnosis,  treatment,  prevention  and  control  of 
mental  illness;  and  research  on  the  organization,  financing,  delivery,  and  effectiveness  of  mental  health  services. 
This  award  is  designed  as  a rapid  mechanism  that  provides  seed  funds  for  previously  unfunded  investigators  and  is 
characterized  by  providing  support  for: 

o Preliminary  data  acquisition  or  pilot  work 
o Relatively  new  or  novel  research  approaches 

o Enhancement  of  the  capability  of  new  investigators  in  behavioral  science  research 
HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-Led  national  activity  for  setting  priority  areas.  This  program  announcement.  Behavioral 
Science  Track  Award  for  Rapid  Transition,  is  related  to  the  priority  area  of  mental  health  and  mental  disorders. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Suninary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 
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ELIGIBILITY 


Applications  may  be  submitted  by  public  and  private  non-profit  and  for-profit  organizations  such  as  universities, 
colleges,  hospitals,  laboratories,  research  institutions,  units  of  State  or  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply. 

To  be  eligible  for  a B/START  award,  the  proposed  Principal  Investigator  must  be  independent  of  a mentor  at  the  time  of 
award  but  be  at  the  beginning  stages  of  his/her  research  career.  If  the  applicant  is  in  the  final  stages  of  training, 
he/she  may  apply,  but  no  B/START  award  will  be  made  to  individuals  in  training  status.  The  proposed  Principal 
Investigator  may  not  have  been  designated  previously  as  Principal  Investigator  on  any  PHS-supported  research  project. 
Previous  receipt  of  National  Research  Service  Award  funds  (i.e..  Institutional  Training  Grant  or  Individual  Fellowship) 
is  permissible. 

MECHANISM  OF  SUPPORT 

B/START  awards  will  use  the  NIMH  Small  Grant  (R03)  mechanism.  Support  may  be  requested  for  up  to  one  year.  The  total 
direct  costs  for  the  one  year  request  may  not  exceed  $25,000.  B/START  awards  are  not  renewable.  Replacement  of  the 
Principal  Investigator  on  a B/START  award  is  not  permitted.  Transfer  of  the  B/START  award  with  the  Principal 
Investigator  to  another  institution  for  the  remainder  of  the  grant  period  may  be  requested.  Grant  funds  may  be  used 
for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including  both  direct  costs  that  can  be 
specifically  identified  with  the  project  and  allowable  indirect  costs  of  the  institution.  Grants  must  be  administered 
in  accordance  with  the  PHS  Grants  Policy  Statement  (rev.  10/90).  Federal  regulations  at  45  CFR  Parts  52,  74  and  92  are 
applicable  to  these  awards. 

FUNDS  AVAILABLE 

In  fiscal  year  1994,  between  $800,000  and  $1,600,000  will  be  available  for  the  purpose  of  funding  between  20  to  40 
B/START  grants.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIMH,  awards  pursuant  to  this 
announcement  are  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  FEMALES  AND 
MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

Applications  for  grants  and  cooperative  agreements  that  involve  human  subjects  are  required  to  include  minorities  and 
both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease, 
disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women 
in  studies  of  diseases,  disorders,  and  conditions  which  disproportionately  affect  them.  This  policy  applies  to  all 
research  involving  human  subjects  and  human  materials,  and  applies  to  males  and  females  of  all  ages.  If  one  gender 
and/or  minorities  are  excluded  or  are  inadequately  represented  in  this  research,  particularly  in  proposed 
population-based  studies,  clear,  compelling  rationale  for  exclusion  or  inadequate  representation  should  be  provided. 
The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group,  together 
with  a rationale  for  its  choice.  In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American  Indians  or  Alaskan 
Natives,  Asians  or  Pacific  Islanders,  African  Americans,  Hispanics).  Investigators  must  provide  the  rationale  for 
studies  on  single  minority  population  groups. 

Applications  for  support  of  research  involving  human  subjects  must  employ  a study  design  with  minority  and/or  gender 
representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.)  appropriate  to  the  scientific  objectives 
of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide  statistical  power  to  answer  the 
questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however,  whenever  there  are  scientific  reasons 
to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups,  with  regard  to  the  hypotheses  under 
investigation,  applicants  should  include  an  evaluation  of  these  gender  and  minority  group  differences  in  the  proposed 
study.  If  adequate  inclusion  of  one  gender  and/or  minorities  is  impossible  or  inappropriate  with  respect  to  the  purpose 
of  the  research,  because  of  the  health  of  the  subjects,  or  other  reasons,  or  if  in  the  only  study  population  available, 
there  is  a disproportionate  representation  of  one  gender  or  minority/majority  group,  the  rationale  for  the  study 
population  must  be  well  explained  and  justified. 

NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements,  or  contracts  that  do  not  comply  with  this 
policy.  For  research  awards  that  are  covered  by  this  policy,  awardees  will  report  annually  on  enrollment  of  women  and 
men,  and  on  the  race  and  ethnicity  of  subjects. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  the  grant  application  form  PHS  398  (rev.  9/91).  The  number  and  title  of  this  PA  (i.e.,  PAR-94-002, 
NIMH  B/START)  must  be  entered  in  item  number  2a  on  the  face  page  of  the  application  form.  The  biographical  sketch  should 
be  kept  to  a minimum  (not  to  exceed  1 page).  Sections  1-4  of  the  Research  Plan  must  be  brief  (i.e.,  2-3  pages);  in  no 
case  may  the  Research  Plan  exceed  five  pages.  Include  sufficient,  but  concise  information  to  facilitate  an  effective 
evaluation.  The  following  information  must  be  included:  A description  of  the  objectives  of  the  research  and  what  the 
research  is  intended  to  accomplish;  why  the  work  is  important;  and  a brief  description  of  the  research  design  and  the 
procedures  to  be  used  to  accomplish  the  objectives  of  the  project.  In  all  other  respects,  applications  must  meet  the 
conditions  set  out  in  form  PHS  398  (rev.  9/91),  including  a standard  cover  page,  a statement  of  current  and  pending 
research  support  and  a budget.  In  addition  "NIMH  Expedited  Review"  must  be  typed  in  the  top  margin  of  the  face  page. 
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Applications  may  be  submitted  for  the  regular  research  grant  submission  dates  of  February  1,  June  1,  and  October  1. 
B/START  applications  will  be  handled  on  an  expedited  external  peer  review  and  award  basis  to  meet  the  goals  for  this 
program. 

Application  kits  containing  the  necessary  forms  and  instructions  may  be  obtained  from  the  office  of  sponsored  research 
at  most  universities,  colleges,  medical  schools,  and  other  major  research  facilities;  and  from  the  Grants  Operations 
Section,  National  Institute  of  Mental  Health,  5600  Fishers  Lane,  Room  7C-05,  Rockville,  MD  20857,  telephone  (301) 
443-4414. 

The  signed  original  and  four  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

To  permit  an  expedited  review  of  the  application,  applicants  must  simultaneously  send  a complete  copy  to: 

Dr.  Salvatore  Cianci 
Division  of  Extramural  Activities 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  9-97 
Rockville,  MD  20857 

REVIEW  CONSIDERATIONS 

Criteria  for  scientific  merit  review  of  applications  will  include: 

o Scientific,  technical,  or  medical  significance,  and  creativity  or  originality  of  the  proposed  research 
o Adequacy  of  the  methodology  to  carry  out  the  proposed  research 

o Availability  of  the  resources  and  facilities  necessary  to  perform  the  proposed  research 
o Appropriateness  to  the  intent  of  this  program 
o Public  health  importance  of  the  proposed  research  topic 
o Qualifications  of  the  investigator 
o Appropriateness  of  the  proposed  budget 

o Adequacy  of  the  proposed  means  for  protecting  against  or  minimizing  adverse  effects  to  human/or  animal  subjects 

Scientific  reviews  will  be  conducted  upon  receipt  of  the  application  by  initial  review  groups  convened  by  the  NIMH. 
Within  three  to  four  months,  applicants  will  be  notified  by  NIMH  staff  whether  or  not  their  application  will  be  funded. 
No  funding  will  occur  during  the  months  of  October  and  November.  Resubmission  of  the  identical  application  in  a revised 
form  is  not  allowed. 

AWARD  CRITERIA 

The  following  will  be  considered  when  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 
o Program  balance 

INQUIRIES 

Applicants  are  strongly  encouraged  to  contact  NIMH  program  staff  prior  to  preparing  a B/START  application.  The 
opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  is  welcome. 

Inquiries  regarding  programmatic  issues  may  be  directed  to: 

Hilleary  D.  Everist,  Ph.D. 

Division  of  Neuroscience  and  Behavioral  Science 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11-103 

Rockville,  MD  20857 

Telephone:  (301)  443-8033 

FAX:  (301)  443-4822 

Bitnet:  EH53NIHCU 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Diana  S.  Trunnell 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-15 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

FAX:  (301)  443-6885 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act  as  amended,  PL  78-410,  42  U.S.C.  241  and  regulations  at  42  CFR  Part  52.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  36  - October  8,  1993 

30 


**7H£  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPUCATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR 

IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5 333  Westward  Avenue 
Bethesda,  MD  20816 


3 1496  00595  9088 
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NRSA  INSTITUTIONAL  TRAINING  GRANTS:  SUPPLEMENTAL  POLICY  STATEMENT 

NIH  GUIDE.  Volume  22,  Number  37,  October  15,  1993 
P.T. 


National  Cancer  Institute 

A supplemental  policy  statement  for  the  National  Cancer  Institute  (NCI)  Institutional  Training  Grants  (T32)  is  now 
available.  This  policy  statement  supplements  the  National  Institutes  of  Health  (NIH)  general  guidelines  for  T32  grants 
in  the  National  Research  Service  Award  (NRSA)  program  (NIH  Guide  for  Grants  and  Contracts,  Vol.  21,  No.  11,  March  20, 
1992)  and  applies  only  to  Institutional  Training  Grants  assigned  to  the  NCI.  This  statement  outlines  three  special 
requirements  for  NCI  Institutional  Training  Grants.  These  requirements  are  based  upon  current  NCI  mission  objectives 
for  training  future  cancer  research  scientists  and  clinicians.  These  three  special  requirements  cover  the  following 
areas:  cancer-related  support  of  preceptors;  overlap  and  coordination  with  other  cancer- related  activities;  and  special 
cancer  curricula  and/or  other  strategies  to  address  issues,  approaches,  and  opportunities  in  cancer  research.  This 
supplemental  policy  statement  affects  all  new,  competing  continuation,  and  noncompeting  continuation  grants  in  the 
program.  This  policy  will  be  effective  with  the  January  10,  1994  receipt  date. 

For  the  complete  text  of  the  NCI  supplemental  policy  statement,  additional  information,  and  questions,  contact: 

Cancer  Training  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  520 
Bethesda,  MD  30892-4500 
Telephone:  (301)  496-8580 
FAX:  (301)  402-4472 
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NOTICES  OF  AVAILABILITY  (RFPs  AMP  RFAs) 


ASTHMA  ACADEMIC  AWARD 

NIH  GUIDE.  Volume  22,  Number  37,  October  15,  1993 
RFA  AVAILABLE:  HL-94-001 

P.T.  34;  K.W.  0715013,  0502024,  0795003,  0745027 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  December  13,  1993 
Application  Receipt  Date:  February  11,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  primary  objective  of  this  RFA  is  to  stimulate  the  development  and/or  improvement  of  the  quality  of  medical  curricula, 
physician/patient/and  community  education,  and  clinical  practice  for  the  prevention,  management,  and  control  of  asthma 
in  the  United  States,  with  particular  emphasis  on  support  of  minority  schools  and  minority  individuals. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Asthma  Academic  Award,  is 
related  to  the  priority  areas  of  diabetes  and  chronic  disabling  diseases.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Institutions 

Applications  may  be  submitted  by  domestic  universities  or  schools  of  medicine. 

Although  this  announcement  is  not  limited  to  minority  institutions  or  individuals,  the  intent  of  the  program  is  to  assure 
representation  in  the  program  of  minority  medical  schools  and  minority  individuals,  with  special  emphasis  on  Black, 
Hispanic,  Native  American,  Pacific  Islander  and  other  ethnic  or  racial  group  members  who  have  been  found  to  be 
underrepresented  in  biomedical  or  behavioral  research  nationally. 

Candidates 

A candidate  for  an  award  must: 

o be  an  established  physician  and  medical  faculty  member  in  an  accredited  school  of  medicine  or  osteopathy  in  the  United 
States,  its  territories  or  possessions; 

o have  demonstrated  knowledge  and  commitment  to  medical  education  for  medical  students,  physicians,  and  patients; 

o have  sufficient  clinical  training,  research,  and  teaching  experience  in  asthma  to  develop  and  implement  a high  quality 
curriculum  in  asthma  encompassing  current  knowledge  and  methods  applicable  to  the  control  of  asthma  in  individuals  of 
all  ages  and  to  provide  leadership  in  applied  research  in  control  of  asthma; 

o have  the  support  of  the  Dean  and  educational  leadership  at  the  institution; 

o be  a citizen  or  non-citizen  national  of  the  United  States  or  have  been  lawfully  admitted  to  the  United  States  for 
permanent  residence  at  the  time  of  application;  and 

o commit  30  to  50  percent  effort  for  a period  of  five  years. 

Individuals  who  have  held  another  NIH  career  development  award  (K  series)  are  eligible  to  apply  for  the  Asthma  Academic 
Award.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  is  part  of  the  Academic  Award  Program  (K07)  of  the  National  Heart,  Lung,  and  Blood  Institute.  Responsibility 
for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total 
project  period  may  not  exceed  five  years  and  is  non- renewable.  It  is  anticipated  that  support  for  this  program  will 
begin  September  30,  1994. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  for  this  fiscal  year  will  be  $300,000.  It  is  anticipated  that  three  to  four  grants 
will  be  awarded  each  year  for  five  years  under  this  program.  The  specific  number,  however,  will  depend  upon  the  merit 
and  scope  of  the  applications  received  and  the  availability  of  funds.  It  is  the  intent  of  the  program  to  assure 
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representation  of  minority  medical  schools  and  minority  individuals  with  special  emphasis  on  Blacks,  Hispanics,  Native 
American,  and  Pacific  Islanders. 

A maximum  of  $50,000  for  the  salary  of  the  awardee,  plus  applicable  fringe  benefits,  a maximum  of  $20,000  for  technical 
support,  and  indirect  costs  not  to  exceed  eight  percent  may  be  requested. 

RESEARCH  OBJECTIVES 

The  objectives  of  the  Asthma  Academic  Award  are: 

o to  encourage  the  development  of  high  quality  curricula  in  schools  of  medicine  that  will  significantly  increase  the 
opportunities  for  students,  house  staff,  and  others  including  practicing  physician,  to  learn  the  principles  and  practice 
of  preventing,  managing,  and  controlling  asthma; 

o to  develop  and  implement  interdepartmental  programs  with  common  goals  and  standardize  diagnostic  and  therapeutic 
approaches; 

o to  promote  communication  among  specialists  in  primary  care,  allergy,  and  obstetrics  and  gynecology  to  ensure 
appropriate  treatment  of  pregnant  women  with  asthma; 

o to  encourage  applied  research  in  the  control  of  asthma; 

o to  promote  the  development  of  a faculty  capable  of  providing  appropriate  instruction  in  asthma,  with  special  emphasis 
on  minority  faculty; 

o to  promote  an  institutional  environment  that  facilitates  an  interchange  of  information  and  educational  evaluation 
techniques  about  new  diagnostic,  therapeutic  and  prevention  measures  in  asthma  in  both  children  and  adult  populations; 

o to  promote  coordinated  clinical  approaches  to  the  care  of  patients  of  various  ages  and  ethnic  groups  who  have  asthma, 
such  as  minorities,  young  children,  and  the  elderly; 

o to  provide  for  outreach  programs  from  medical  centers  to  health  practitioners  in  the  community  to  enhance  optimal 
care,  especially  in  areas  of  high  asthma  morbidity,  such  as  inner  city  minority  communities; 

o to  facilitate  an  interchange  of  ideas  among  awardees  and  institutions; 

o to  evaluate  the  impact  of  the  proposed  program; 

o to  contribute  to  public  health  efforts  to  control  asthma  in  the  United  States; 

o to  enhance  the  teaching  of  asthma  in  minority  medical  schools  and  promote  community  asthma  education  in  the 

communities  served  by  these  institutions. 

Of  particular  interest  are  programs  targeted  to  inner  city  populations  and  to  rural  areas  that  may  be  in  need  of 
education  about  asthma  and  among  physicians  who  are  or  who  will  be  caring  for  medically  underserved  populations. 

Since  this  is  a medical  education  program,  funds  may  be  requested  for  technical  support  staff  who  have  complementary 
expertise  to  the  principal  investigator.  Such  personnel  may  include  medical  educators,  curricula  specialists,  program 
evaluators,  or  other  specialists. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  13,  1993,  a letter  of  intent  that  includes  the  name,  address, 
and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other  key  personnel  and  participating  institutions, 
and  the  RFA  number  and  title  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NHLBI 
staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

C.  James  Scheirer,  Ph.D. 

Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  548B 
Bethesda,  MD  20892 
Telephone:  (301 ) 594-7452 
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APPLICATION  PROCEDURES 


Applications  must  be  received  by  February  11,  1994. 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  Application  kits  are  available  at 
most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division 
of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248. 

REVIEW  CONSIDERATIONS 

Applications  for  this  Asthma  Academic  Award  will  be  evaluated  in  terms  of  the  following  criteria: 

o description  of  the  magnitude  of  the  asthma  problem  and  the  need  for  the  program  in  the  area  to  be  served; 

o the  overall  merit  of  the  proposed  five-year  plan  for  improving  the  institution's  interdepartmental  curricula  in  asthma 
control; 

o access  to  a population  with  high  incidence  of  asthma; 

o the  qualifications  and  background  of  the  candidate,  ineluding  experience  in  teaching,  curriculum  development,  and 

administration  within  a medical  school,  and  planning  and  conduct  of  clinical  research; 

o the  ability  and  commitment  to  working  cooperatively  with  other  awardees  to  make  innovative  asthma  curricula  and 
materials  available; 

o the  institution's  commitment  to  implement  the  proposed  curriculum  and  to  continue  a program  in  education  about  asthma 
control  after  the  termination  of  the  award; 

o the  significant  involvement  of  appropriate  disciplines  in  the  development,  implementation,  and  evaluation  of  the 
program; 

o design  and  evaluation  of  educational  interventions  for  health  care  providers  and  for  patients  with  asthma,  especially 
in  areas  with  high  morbidity  from  asthma,  such  as  inner  city  minority  communities; 

o plans  for  communication  and  cooperation  between  s specialists  in  adult  and  pediatric  pulmonary  medicine,  family 
practice,  internal  medicine,  community  medicine,  and  other  specialties; 

o plans  for  collaborative  projects  with  other  organizations  that  have  responsibility  for  and  interest  in  asthma  control, 
for  example,  health  departments,  medical  and  nursing  associations,  and  voluntary  health  agencies; 

o plans  for  and  availability  of  expertise  to  implement  and  evaluate  the  proposed  program,  including  strategies  for  both 
process  and  impact  evaluation; 

o the  potential  for  the  program  making  an  impact  on  the  control  of  asthma  among  populations  served; 
o the  potential  for  replication  or  adaptation  of  the  program  at  other  sites. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome.  Applicants  are  urged  to  contact  the  program  administrator,  listed  below,  as  soon 
as  they  receive  approval  from  their  institution  to  apply  for  this  award. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Joan  M.  Wolle,  Ph.D.,  M.P.H. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  640 

Bethesda,  MO  20892 

Telephone:  (301)  594-7466 

Direct  inquiries  regarding  fiscal  matters  to: 

Raymond  L.  Zimmerman 

Grants  Operations  Branch 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A17 

Bethesda,  MD  20892 

Telephone:  (301)  594-7420 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.838.  Grants  are  made  under  the 
authorization  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended  by  Public  Law  99- 
158,  42  US  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CAR  52  and  45  CAR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to  a review 
by  a Health  Systems  Agency. 
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TUBERCULOSIS  ACADEMIC  AWARD 


NIH  GUIDE.  Volume  22,  Number  37,  October  15,  1993 
RFA  AVAILABLE:  HL-94-002 

P.T.  34;  K.U.  0715165,  0502024,  0795003,  0745027 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  December  13,  1993 
Application  Receipt  Date:  February  11,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  primary  objective  of  this  RFA  is  to  stimulate  the  development  and/or  improvement  of  the  quality  of  medical  curricula, 
physician/patient/and  community  education,  and  clinical  practice  for  the  prevention,  management,  and  control  of 
Mycobacterial  tuberculosis  (TB)  in  the  United  States,  with  particular  emphasis  on  support  of  minority  schools  and 
minority  individuals. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Tuberculosis  Academic  Award, 
is  related  to  the  priority  areas  of  immunization  and  infectious  diseases  and  HIV  infection.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Institutions 

Applications  may  be  submitted  by  domestic  universities  or  schools  of  medicine. 

Although  this  announcement  is  not  limited  to  minority  institutions  or  individuals,  the  intent  of  the  program  is  to  assure 
representation  in  the  program  of  minority  medical  schools  and  minority  individuals,  with  special  emphasis  on  Black, 
Hispanic,  Native  American,  Pacific  Islanders,  and  other  ethnic  or  racial  group  members  who  have  been  found  to  be 
underrepresented  in  biomedical  or  behavioral  research  nationally. 

Candidates 

A candidate  for  an  award  must: 

o be  an  established  physician  and  a medical  faculty  member  in  an  accredited  school  of  medicine  or  osteopathy  in  the 
United  States,  its  territories  or  possessions; 

o have  the  unqualified  support  of  the  Dean  and  the  educational  leadership  at  the  institution  and  demonstrate  knowledge 
and  commitment  to  medical  education  for  medical  students,  physicians,  patients,  and  the  public; 

o have  sufficient  clinical  training,  research,  and  teaching  experience  in  the  control  of  TB  to  develop  and  implement 
a high  quality  curriculum  in  TB  encompassing  current  knowledge  and  methods  applicable  to  the  control  of  tuberculosis 
in  individuals  of  all  ages  and  to  provide  leadership  in  research  in  control  of  TB; 

o be  a citizen  or  non-citizen  national  of  the  United  States  or  have  been  lawfully  admitted  to  the  United  States  for 
permanent  residence  at  the  time  of  application; 

o commit  30  to  50  percent  effort  for  a five  year  period. 

Individuals  who  have  held  another  NIH  career  development  award  (K  series)  are  eligible  to  apply  for  the  Tuberculosis 
Academic  Award.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  is  part  of  the  Academic  Award  Program  (K07)  of  the  National  Heart,  Lung,  and  Blood  Institute.  Responsibility 
for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total 
project  period  may  not  exceed  five  years  and  is  non- renewable.  It  is  anticipated  that  support  for  this  program  will 
begin  September  30,  1994. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  for  is  fiscal  year  will  be  $300,000.  It  is  anticipated  that  three  to  four  grants  will 
be  awarded  each  year  for  five  years  under  this  program.  The  specific  number,  however,  will  depend  upon  the  merit  and 
scope  of  the  applications  received  and  the  availability  of  funds.  It  is  the  intent  of  the  program  to  assure 
representation  of  minority  medical  schools  and  minority  individuals,  with  special  emphasis  on  Blacks,  Hispanics,  Native 
Americans,  and  Pacific  Islanders. 
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A maximum  of  $50,000  for  the  salary  of  the  awardee,  plus  applicable  fringe  benefits,  a maximum  of  $20,000  for  technical 
support,  and  indirect  costs  not  to  exceed  eight  percent  may  be  requested. 

RESEARCH  OBJECTIVES 

The  objectives  of  the  Tuberculosis  Academic  Award  are  to: 

o encourage  the  development  of  high  quality  curricula  in  schools  of  medicine  that  will  significantly  increase  the 
opportunities  for  students,  house  staff,  and  others,  including  practicing  physicians,  to  learn  the  principles  and 
practice  of  preventing,  managing,  and  controlling  TB; 

o develop  and  implement  interdepartmental  programs  with  common  goals  and  standardized  diagnostic  and  therapeutic 
approaches; 

o promote  communication  among  primary  care  and  other  specialists  to  ensure  appropriate  control  and  treatment  strategies; 
o encourage  applied  research  in  the  control  of  TB; 

o promote  the  development  of  a faculty  capable  of  providing  appropriate  instruction  in  TB  with  special  emphasis  on 
minority  faculty; 

o promote  coordinated  clinical  approaches  to  the  care  of  patients  and  various  ages  and  ethnic  groups  who  have  TB; 

o provide  for  outreach  programs  from  medical  centers  to  health  practitioners  in  the  community  to  enhance  optimal  care, 
especially  in  areas  of  high  TB  morbidity; 

o contribute  to  updating  the  knowledge  and  skill  of  practicing  physicians  and  other  health  care  providers  in  the 
community; 

o enhance  awareness  of  health  care  providers  of  the  unique  ethnic,  cultural,  socioeconomic,  and  medical  dimensions  of 
TB; 

o coordinate  and  collaborate  with  other  community  organizations  to  control  TB  in  areas  with  high  incidence  of  TB; 
o facilitate  an  interchange  of  ideas  and  methods  among  awardees  and  institutions; 
o contribute  to  public  health  efforts  to  control  TB  in  the  community;  and 

o enhance  the  teaching  of  tuberculosis  in  minority  medical  schools  and  promote  TB  education  in  the  communities  served 
by  these  institutions. 

Of  particular  interest  are  programs  targeted  to  inner  city  populations  and  to  rural  areas  that  may  be  in  need  of 
education  about  tuberculosis  and  among  physicians  who  are  or  who  will  be  caring  for  medically  underserved  populations. 

Since  this  is  a medical  education  programs,  funds  may  be  requested  for  technical  support  staff  who  have  complementary 
expertise  to  the  principal  investigator.  Such  personnel  may  include  medical  educators,  curricula  specialists,  program 
evaluators,  or  other  specialists. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  13,  1993,  a letter  of  intent  that  includes  the  name,  address, 
and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other  key  personnel  and  participating  institutions, 
and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NHLBI 
staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

C.  James  Scheirer,  Ph.D. 

Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  548B 
Bethesda,  MD  20892 
Telephone:  (301)  594-7452 
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APPLICATION  PROCEDURES 


Applications  must  be  received  by  February  11,  1994. 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  Application  kits  are  available  at 
most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division 
of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7428.  "RFA-  Tuberculosis  Academic  Award"  must  be  typed  on  Line  2a  of  the  face  page  of  the  application  form  and 
the  "YES"  box  must  be  marked.  The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to 
the  bottom  of  the  face  page  of  the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the 
application  such  that  it  may  not  reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number 
must  be  typed  on  line  2a  of  the  face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

REVIEW  CONSIDERATIONS 

Applications  for  this  Tuberculosis  Academic  Award  will  be  evaluated  in  terms  of  the  following  criteria: 

o description  of  the  magnitude  of  the  tuberculosis  problem  and  the  need  for  the  program  in  the  area  to  be  served; 

o the  overall  merit  of  the  proposed  five-year  plan  for  improving  the  institution's  interdepartmental  curricula  on 
tuberculosis; 

o the  qualifications  and  background  of  the  candidate,  including  experience  in  teaching,  curriculum  development,  and 
administration  in  a medical  school,  and  planning  and  conduct  of  research; 

o the  ability  and  commitment  to  work  cooperatively  with  other  awardees  to  make  innovative  tuberculosis  curricula, 
materials,  and  programs  available; 

o the  institution's  commitment  to  implement  the  proposed  curriculum  and  to  continue  a program  in  education  about 
tuberculosis  control  after  the  termination  of  the  award; 

o the  significant  involvement  of  appropriate  disciplines  in  the  development,  implementation,  and  evaluation  of  the 
program; 

o design  and  evaluation  of  educational  interventions  for  health  care  providers  and  for  patients  with  tuberculosis, 
especially  in  areas  with  high  incidence  of  TB; 

o plans  for  communication  and  cooperation  between  specialists  in  adult  and  pediatric  pulmonary  medicine,  infections, 
and  community  medicine  to  ensure  opt i ma l treatment; 

o plan  for  communication  and  cooperation  between  specialists  in  adult  and  pediatric  pulmonary  medicine,  infections, 
and  community  medicine  to  ensure  optimal  treatment; 

o plans  for  collaborative  projects  with  other  organizations  that  have  responsibility  for  and  interest  in  tuberculosis 
control,  for  example,  health  departments,  medical  and  nursing  associations,  and  voluntary  health  agencies; 

o the  potential  of  the  program  for  making  an  impact  on  the  control  of  tuberculosis  among  populations  served;  and 

o the  potential  for  replication  or  adaptation  of  the  program  at  other  sites. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  announcement  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome.  Applicants  are  urged  to  contact  the  program  administrator,  as  soon  as 
they  receive  approval  from  their  institution  to  apply  for  this  award. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Joan  M.  Wolle,  Ph.D.,  M.P.H. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  640 

Bethesda,  MD  20892 

Telephone:  (301)  594-7466 

Direct  inquiries  regarding  fiscal  matters  to: 

Raymond  L.  Zimmerman 

Grants  Operations  Branch 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A17 

Bethesda,  MD  20892 

Telephone:  (301)  594-7420 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.838.  Grants  will  be  awarded  under  the 
authorization  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  US  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CAR  52  and  45  CAR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to  a review 
by  a Health  Systems  Agency. 
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HORMONAL  REGULATION  OF  BREAST-SPECIFIC  GROWTH  FACTORS 


NIH  GUIDE.  Volume  22,  Nunber  37,  October  15,  1993 
RFA  AVAILABLE:  DK-94-007 


P.T. 


National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  January  21,  1994 
Application  Receipt  Date:  February  18,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

To  promote  investigations  of  the  biology,  physiology,  and  pathophysiology  of  systemic  hormones  and  their  role  in  the 
regulation  of  growth  factors  and  their  receptors,  in  both  normal  and  abnormal  endocrine  regulatory  activity  of  breast 
tissue. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Hormonal  Regulation  of 
Breast-Specific  Growth  Factors,  is  related  to  the  priority  areas  of  cancer  and  maternal  health.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000"  (Suimary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Goverrment  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  i cat ions  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators.  Foreign 
institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  award. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01)  or  FIRST  (R29)  award.  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Except  as  otherwise 
stated  in  this  announcement,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service 
Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing  continuation  applications  will  compete 
with  all  investigator- initiated  applications  and,  if  R01s,  will  be  reviewed  by  a DRG  study  section.  The  total  project 
period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years.  A maximum  of  three  years 
may  be  requested  for  foreign  awards.  The  earliest  possible  award  date  will  be  September  30,  1994. 

FUNDS  AVAILABLE 

For  FY  1994,  the  NIDDK  intends  to  commit  $ 2,500,000  to  fund  applications  submitted  in  response  to  this  RFA.  However, 
this  funding  level  is  dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Applicants  must  limit  their  requests  to  not  more  than  $160,000  direct  costs  for  the  initial  budget  period.  Although 
this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK,  the  award  of  grants  pursuant  to  this  RFA  is  also 
contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

This  solicitation  is  intended  to  address  new  issues  in  molecular  endocrinology  and  medicine  that  have  resulted  from 
recent  advances  in  the  understanding  of  the  actions  of  hormones  and  growth  factors  in  the  physiological  regulation  of 
breast  tissues. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  21,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 
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Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NIDDK 
staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

A letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 
Telephone:  (301)  594-7515 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (rev.  9/91),  available  in  the  office  of  sponsored  research  of  most 
academic  or  research  institutions  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248.  The  RFA  label 
available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Detailed  instructions  on 
submission  procedures  are  described  the  full  text  of  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NIDDK  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the  applications  will  be  given 
a secondary  review  by  the  NIDDK  Advisory  Councils  unless  not  recommended  for  further  consideration  by  the  initial  review 
group.  Applications  that  are  incomplete  or  unresponsive  to  the  RFA  will  be  returned  to  the  applicant  or  held  until  the 
next  regular  receipt  date  and  reviewed  by  the  Division  of  Research  Grants. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Inquiries  regarding  programmatic  issues  and  requests 
for  the  RFA  may  be  directed  to: 

W.  Lorenzo  Jackson,  M.D.,  Ph.D. 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 

National  Institutes  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

Bethesda,  MD  20892 

Telephone:  (301)  594-7576 

FAX:  (301)  594-9011 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Kim  Law 

Division  of  Extramural  Activities 

National  Institutes  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649D 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.847.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

MINORITY  INTERNATIONAL  RESEARCH  TRAINING  GRANTS 

NIH  GUIDE.  Volume  22,  Number  37,  October  15,  1993 

RFA  AVAILABLE:  TW-94-001 

P.T.  44,  FF;  K.W.  0720005 

Fogarty  International  Center 
Office  of  Research  on  Minority  Health 

Application  Receipt  Date:  March  16,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Fogarty  International  Center  (FIC)  and  the  Office  of  Research  on  Minority  Health  (ORMH)  support  a program  to  provide 
international  research  training  opportunities  for  minority  undergraduate  students,  minority  graduate  students,  and 
minority  faculty  members  in  biomedical  and  behavioral  research.  Training  grant  awards  will  be  made  for  three  years  to 
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U.S.  colleges  and  universities  for  the  purposes  of  encouraging  minority  students  to  pursue  degrees  and  careers  in  the 
biomedical  sciences  by  broadening  their  undergraduate  and  graduate  education  through  international  experiences;  promoting 
qualities  of  leadership  by  expanding  cultural  perspectives  and  to  help  prepare  the  next  generation  of  scientific  leaders 
to  work  effectively  in  a global  environment;  and  establishing  linkages  between  U.S.  scientists  and  institutions  and 
established  centers  of  biomedical  research  abroad. 

Some  or  all  of  the  following  three  components  may  be  included  within  each  institutional  award:  first,  the  international 
research  training  program  for  pre-baccalaureate  minority  students  pursuing  life  science  curricula  to  conduct  short-term 
research  and  coursework  abroad  for  approximately  8 to  12  weeks;  second,  a predoctoral  program  to  enable  minority  students 
enrolled  in  graduate  research  degree  programs  to  receive  research  training  for  3 to  12  months  at  foreign  institutions; 
and  third,  the  international  faculty  development  program  for  individual  minority  faculty  to  conduct  research  at  foreign 
institutions  for  3 to  12  months. 

Applications  may  be  submitted  from  individual  U.S.  institutions  or  from  consortia  of  U.S.  institutions  with  one  lead 
institution.  For  the  purposes  of  this  program,  consortia  will  link  institutions  that  have  active  international  programs 
with  those  with  limited  international  research  training  programs. 

ELIGIBILITY  REQUIREMENTS 

These  institutional  training  grants  will  be  awarded  to  U.S.  institutions  for  the  purpose  of  collaborating  with  one  or 
more  foreign  research  centers  that  can  provide  a substantial  research  training  experience  for  the  U.S.  minority 
participants.  The  applicant  institution  and  any  associated  institution  in  a consortium  must  be  a two-  or  four-year 
domestic  school,  college,  or  university.  Minority  participants  must  be  from  underrepresented  minority  groups,  including 
African  Americans,  Hispanic  Americans,  American  Indians,  and  Pacific  Islanders.  The  program  director  at  the  applicant 
institution  will  be  responsible  for  the  selection  and  appointment  of  participants,  selection  of  the  foreign  training 
site(s),  and  the  overall  direction  of  the  training  program.  Participating  students  and  faculty  members  must  be  members 
of  the  minority  groups  listed  above  and  be  U.S.  citizens  or  permanent  U.S.  residents  and  be  pursuing  degrees,  studying, 
and/or  conducting  research  in  the  biomedical  or  behavioral  sciences  at  the  time  of  appointment. 

The  foreign  research  centers  should  be  universities,  colleges  or  other  research  institutions  that  have  strong, 
well-established  biomedical  or  behavioral  research  and  research  training  programs.  Close  cooperation  between  the  U.S. 
and  foreign  institutions  and  scientists  will  be  needed  to  provide  the  trainees  with  a foreign  mentor  or  collaborator 
who  is  recognized  as  an  accomplished  investigator  and  who  will  participate  in  their  research  training. 

Undergraduate  student  trainees  must  be  pre- baccalaureate,  pursuing  a relevant  biomedical  or  behavioral  science  curriculum 
and  must  show  evidence  of  a commitment  to  obtaining  a postgraduate  research  related  degree  in  a biomedical  or  behavioral 
field  of  science.  The  foreign  training  for  undergraduate  students  will  usually  be  for  8 to  12  weeks.  One  faculty  person 
may  accompany  each  group  of  four  to  eight  minority  students  and  act  as  a general  advisor/mentor  during  the  study  abroad. 
Faculty  members  serving  this  purpose  are  not  required  to  belong  to  any  minority  group.  They  must  hold  full-time  tenure 
track  or  tenured  faculty  positions  at  the  grantee  institution,  hold  a doctoral  level  degree  and  have  a biomedical 
research  plan  to  be  conducted  at  the  host  institution. 

Predoctoral  students  must  be  enrolled  in  a U.S.  graduate  research  training  program  in  the  biomedical  or  behavioral 
sciences.  The  predoctoral  training  period  may  be  from  3 to  12  months  for  the  purpose  of  learning  a technique  or  carrying 
out  a special  project  or  portion  of  a project  related  to  their  doctoral  studies. 

The  minority  faculty  development  portion  of  the  training  grant  will  provide  support  for  research  and  studies  for  3 to 
12  months  at  a foreign  training  site.  Participants  must  have  regular  full-time  faculty  appointments  at  the  grantee 
institutions  or  an  institution  in  the  consortium.  The  research  plan  must  indicate  the  expected  benefits  of  the  proposed 
work. 

Students  and  faculty  must  be  affiliated  with  a U.S.  college  or  university  at  the  time  of  selection;  however,  the 
affiliation  need  not  be  with  the  grantee  institution. 

MECHANISMS  OF  SUPPORT 

The  mechanism  of  support  is  the  institutional  training  grant  award  (T32).  Domestic  institutions  may  request  up  to  three 
years  of  support.  The  stipend  level  during  the  period  of  foreign  stay  is  SI, 000  per  month  for  undergraduate  and  graduate 
students  and  $3,000  per  month  for  the  faculty  member.  Stipends  may  be  supplemented  from  non-Federal  sources  only. 
Requests  may  be  made  for  training-related  expenses  for  undergraduate  and  graduate  students  and  faculty  of  up  to  $500 
per  month  each  for  health  insurance,  foreign  tuition  and  fees,  and  other  education-related  expenses  at  the  foreign 
training  site.  Research  expenses  for  use  at  the  foreign  training  site  of  up  to  $500  per  month  may  be  requested  for  each 
undergraduate  student,  graduate  student,  or  faculty  member.  Foreign  living  expenses  will  be  $1,000  per  month  for 
undergraduate  and  graduate  students  and  $2,000  per  month  for  faculty  members.  Travel  expenses  may  also  be  requested 
from  the  home  institution  to  the  foreign  training  site  and  return.  Appointments  may  range  from  8 to  12  weeks  for 
undergraduates,  3 to  12  months  for  the  predoctoral  students  and  3 to  12  months  for  faculty.  Stipends,  training  and 
travel  expenses  are  offered  only  during  the  time  period  participants  are  en  route  to  or  working  in  the  foreign  country. 
No  expenses  are  provided  for  domestic  training.  If  specially  justified,  the  domestic  applicant  institution  may  request 
up  to  five  percent  of  the  requested  total  direct  costs  for  the  support  of  the  Principal  Investigator  and/or  other 
grant-related  personnel  for  domestic  administrative  efforts.  Indirect  costs  will  be  awarded  to  the  grantee  institution 
at  a rate  of  eight  percent  of  the  allowable  direct  costs.  Each  of  the  training  grant  awards  will  not  exceed  a total 
of  $400,000  per  year,  including  direct  and  indirect  costs. 

Additional  direct  support  for  the  minority  student  participants  on  return  to  the  U.S.  may  be  available  from  the  FIC  for 
attendance  at  scientific  meetings  to  present  the  results  of  their  foreign  research  experience. 

FUNDS  AVAILABLE 

It  is  expected  that  10  to  12  awards  will  be  made  in  FY  1994. 
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RESEARCH  OBJECTIVES 


The  Minority  International  Research  Training  grants  are  designed  to  offer  research  training  grant  awards  to  enable 
qualified  minority  undergraduate  students,  graduate  students,  and  faculty  members  to  participate  in  international 
biomedical  and  behavioral  research  programs. 

This  training  grant  program  is  expected  to  attract  students  and  scientists  in  the  developmental  stages  of  their  education 
and  careers,  to  increase  their  awareness  of  international  research  opportunities  and  to  acquaint  them  with  the  full  range 
of  career  opportunities  in  biomedical  and  behavioral  research.  Minority  faculty  members  are  expected  to  gain  experience 
that  will  contribute  to  the  research  and  teaching  programs  at  their  U.S.  institution.  Their  association  with  the  foreign 
institution  will,  in  many  cases,  provide  future  undergraduate  and  graduate  research  training  sites. 

The  FIC  and  ORMH  staff  will  closely  follow  the  progress  of  each  training  grant  program  through  site  visits  and  periodic 
meetings  of  program  directors. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  Public  Health  Service  grant  application  form  PHS  398  (rev.  9/91),  using  the 
special  instructions  related  to  Institutional  National  Research  Services  Awards  (Section  VII).  Note  the  requirement 
to  use  NRSA  substitute  pages  MM,  NN,  and  00  to  be  acceptable  for  initial  review.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  also  be  obtained  from  the  Office  of  Grants  Information,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7248. 

The  title  and  number  of  the  announcement  must  be  typed  in  section  2a  on  the  face  page  of  the  application.  The  completed 
application  and  three  legible  copies  must  be  sent  or  delivered  to  the  following  address  and  received  by  March  16,  1994: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

In  addition,  two  copies  of  the  complete  application  must  be  sent  to  Dr.  David  A.  Wolff  at  the  address  listed  under 
INQUIRIES. 

REVIEW  CONSIDERATIONS 

All  applications  responding  to  this  announcement  will  be  reviewed  for  scientific  and  technical  merit  by  an  NIH  initial 
review  group,  followed  by  a second  level  review  by  the  Fogarty  International  Center  Advisory  Board.  To  be  eligible  for 
review,  applications  must  be  complete  and  submitted  in  accordance  with  the  application  procedures  stated  above. 
Reviewers  will  pay  particular  attention  to  the  proposed  method  of  selecting  participating  faculty  and  students,  the  past 
or  potential  capability  of  the  institutions  to  carry  out  this  type  of  program,  the  proposed  benefit  to  the  participants 
and  the  justification  for  selecting  the  foreign  training  site(s).  Letters  from  the  foreign  collaborator  and  their 
institutional  officials  indicating  their  willingness  to  participate  in  this  training  program,  must  accompany  the 
appl ication. 

AWARD  CRITERIA 

Applications  will  compete  for  funds  assigned  to  the  Minority  International  Research  Training  Grant  Program  of  the  Fogarty 
International  Center.  The  following  will  be  considered  in  making  funding  decisions:  how  the  proposal  will  contribute 
to  the  achievement  of  the  program's  objectives;  scientific,  technical,  and  educational  merit  of  the  application  as 
determined  by  peer  review;  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  David  A.  Wolff 

Chief,  International  Research  and  Awards  Branch 

Fogarty  International  Center 

Building  31,  Room  B2C39 

Bethesda,  MD  20892 

Telephone:  (301)  496-1653 

FAX:  (301)  402-0779 

Direct  inquiries  regarding  fiscal  matter  to: 

Silvia  Mandes 

International  Research  and  Awards  Branch 

Fogarty  International  Center 

Building  31,  Boom  B2C39 

Bethesda,  MD  20892 

Telephone:  (301)  496-1653 

FAX:  (301)  402-0779 
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AUTHORITY  AND  REGULATIONS 


Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Part  A,  Section  307b  (42  USC  2421), 
and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically  42  CFR  part  61.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to  Health  Systems  Agency  review. 

THE  PATHOGENESIS  OF  HASTING  IN  AIDS 

NIH  GUIDE.  Volune  22,  Number  37,  October  15,  1993 

RFA  AVAILABLE:  DK-94-006 


P.T. 


National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  21,  1994 
Application  Receipt  Date:  March  31,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  invites  investigator-initiated  research 
grant  applications  to  investigate  the  pathogenesis  of  wasting  syndromes  in  acquired  immune  deficiency  syndrome  (AIDS) 
and  to  develop  new  approaches  for  the  prevention  or  reversal  of  wasting  in  AIDS.  Applications  will  be  encouraged  for 
both  basic  science  and  clinical  experiments  that  will  provide  direction  for  future  treatment. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA), 
The  Pathogenesis  of  Wasting  in  AIDS,  is  related  to  the  priority  areas  of  HIV  infection  and  nutrition.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators.  Foreign 
institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29). 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01)  or  FIRST  (R29)  award.  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Except  as  otherwise 
stated  in  this  announcement,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy 
Statement. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing  continuation  applications  will  compete 
with  all  investigator- initiated  applications  and,  if  R01s,  will  be  reviewed  by  a DRG  study  section.  The  total  project 
period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years.  A maximum  of  three  years 
may  be  requested  for  foreign  awards.  The  earliest  possible  award  date  will  be  September  30,  1994. 

FUNDS  AVAILABLE 

For  FY  1994,  the  NIDDK  intends  to  commit  $ 2,500,000  to  fund  applications  submitted  in  response  to  this  RFA.  However, 
this  funding  level  is  dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Applicants  must  limit  their  requests  to  not  more  than  $160,000  direct  costs  for  the  initial  budget  period.  Although 
this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK,  the  award  of  grants  pursuant  to  this  RFA  is  also 
contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Involuntary  weight  loss  or  wasting  indicative  of  severe  protein  energy  malnutrition  is  a frequent  complication  of 
acquired  immune  deficiency  syndrome  (AIDS)  and  may  significantly  contrikxjte  to  the  progression  of  AIDS  including  death. 
Mortality  from  wasting  appears  to  be  related  to  the  magnitude  of  tissue  depletion  and  losses  in  lean  body  cell  mass  and 
restoration  of  body  cell  mass  may  enhance  survival.  These  losses  in  AIDS  patients  are  out  of  proportion  to  losses  of 
total  body  weight  or  fat.  While  weight  loss  is  variable  and  occasionally  reversible  with  the  treatment  of  underlying 
infections  and/or  easily  identifiable  reversible  causes,  the  majority  of  patients  do  not  respond  to  conventional 
interventions. 

The  objective  of  this  solicitation  is  to  elucidate  the  underlying  mechanisms  responsible  for  this  syndrome  and  to  develop 
new  and  more  successful  approaches  to  treat  it. 

STUDY  POPULATIONS 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a spec i f i c justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentat i on  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  February  21,  1994,  a letter  of  i ntent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  nunber  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 

may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  al lows  NIDDK 
staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  i ntent  is  to  be  sent  to: 

Chief,  Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  D i gest i ve  and  Kidney  D i seases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 
Telephone:  (301)  594-7515 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (rev.  9/91),  avai lable  in  the  office  of  sponsored  research  of  most 
academic  or  research  institutions  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248.  The  RFA  label 
available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Detailed  instructions  on 
submission  procedures  are  described  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NIDDK  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the  applications  will  be  given 
a secondary  review  by  the  NIDDK  Advisory  Council  unless  not  recommended  for  further  consideration  by  the  initial  review 
group.  Applications  that  are  incomplete  or  unresponsive  to  the  RFA  will  be  returned  to  the  appl icant  or  held  unti l the 
next  regular  receipt  date  and  reviewed  by  the  Division  of  Research  Grants. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Inquiries  regarding  programmatic  issues  and  requests 
for  the  RFA  may  be  directed  to: 

W.  Lorenzo  Jackson,  M.D.,  Ph.D. 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

Bethesda,  MD  20892 

Telephone:  (301)  594-7576 

FAX:  (301)  594-9011 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Kim  Law 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649D 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.847.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


SUPPORT  OF  CLINICAL  TRIALS  IN  VISION  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  37,  October  15,  1993 
PAR  NUMBER:  PAR-94-003 


P.T. 

National  Eye  Institute 
PURPOSE 

The  National  Eye  Institute  (NEI ) is  reannouncing  its  intention  to  use  the  cooperative  agreement  mechanism  (U10)  to 
support  future  investigator- initiated  clinical  trials  in  vision  research.  This  is  not  an  announcement  of  a new  program 
or  initiative. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Support  of 
Clinical  Trials  in  Vision  Research,  is  related  to  the  priority  area  of  chronic  disabling  conditions.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  Local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  a cooperative  agreement  (U10),  an 
assistance  mechanism  (rather  than  an  acquisition  mechanism)  in  which  substantial  NIH  scientific  and/or  programmatic 
involvement  with  the  awardee  is  anticipated  during  performance  of  the  activity.  Under  the  cooperative  agreement,  the 
NIH  purpose  is  to  support  and/or  stimulate  the  recipient's  activity  by  involvement  in  and  otherwise  working  jointly  with 
the  award  recipient  in  a partner  role,  but  it  is  not  to  assume  direction,  prime  responsibility,  or  a dominant  role  in 
the  activity.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  Program  Announcement  may  vary, 
it  is  anticipated  that  the  number  and  sizes  of  awards  will  vary  also.  Details  of  the  responsibilities,  relationships, 
and  governance  of  the  study  to  be  funded  under  cooperative  agreement(s)  are  discussed  later  in  this  document  under  the 
section  "Terms  and  Conditions  of  Award." 

SPECIAL  REQUIREMENTS 

The  following  terms  and  conditions  will  be  incorporated  into  the  award  statement  and  provided  to  the  Principal 
Investigator(s)  as  well  as  the  institutional  off icial(s)  at  the  time  of  award. 

Terms  and  Conditions  of  Cooperative  Agreement  Award 

These  special  Terms  and  Conditions  of  Award  are  in  addition  to  and  not  in  lieu  of  otherwise  applicable  0MB  acini nist rat ive 
guidelines,  HHS  grant  acini nist rat  ion  regulations  at  45  CFR  Parts  74  and  92,  as  applicable,  and  other  HHS,  PHS,  and  NIH 
Grant  Administration  policy  statements. 

1.  Awardee  Rights  and  Responsibilities 

Awardees  have  primary  authorities  and  responsibilities  to  define  objectives  and  approaches  and  to  plan,  conduct,  analyze, 
and  publish  results,  interpretations,  and  conclusions  of  their  studies.  The  design,  methods,  and  procedures  of  the 
clinical  trial  will  be  detailed  in  an  awardee-prepared  and  maintained,  study-adopted  Manual(s)  of  Operations,  and  the 
awardees  will  have  the  responsibility  of  following  the  protocol. 

Awardees  will  retain  custody  of  and  have  primary  rights  to  the  data  developed  under  these  awards,  subject  to  Government 
rights  of  access,  consistent  with  current  HHS,  PHS,  and  NIH  policies. 

The  Study  Chairperson  is  responsible  for  the  overall  conduct  of  the  clinical  trial  and  for  providing  scientific, 
technical,  and  administrative  leadership  to  the  study.  He/She  will  have  lead  responsibility  for  planning  and  directing 
all  phases  of  the  study  and  for  using  the  study's  resources.  In  carrying  out  these  responsibilities,  the  Study 
Chairperson  will  actively  seek  advice  from  all  of  the  study's  components,  including  the  representative  of  the  NEI.  The 
Study  Chairperson  is  usually  the  individual  who  developed  the  idea  for  the  clinical  trial  and  was  the  leader  in  preparing 
the  Manual  of  Operations  and  organizing  the  study  components. 

The  Principal  Investigator  of  each  resource  core  center  (e.g..  Data  Coordinating  Center)  will  play  an  important  role 
in  the  design,  implementation,  and  execution  of  the  clinical  trial.  Each  Principal  Investigator  is  responsible  for  all 
aspects  of  the  operations  of  his/her  resource  center  and  for  the  local  implementation  of  the  study  protocol.  The 
resource  core  centers  are  involved  in  performing  specified  support  functions  such  as  training  and  certification  of 
clinical  center  staff,  designing  and  maintaining  quality  assurance  programs,  data  management,  data  analysis,  and 
preparing  publications. 

The  Principal  Investigator  of  each  participating  clinical  center  has  the  primary  responsibility  of  identifying  and 
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recruiting  eligible  patients  at  his/her  center.  He/She  will  be  responsible  for  the  follow  up,  as  specified  in  the  study 
protocol,  of  each  patient  enrolled  in  the  clinical  trial  and  for  submitting  required  data  to  the  resource  center(s). 
The  Principal  Investigator  is  also  responsible  for  ensuring  that  his/her  clinic  personnel  are  trained  and  certified  to 
carry  out  study  procedures. 

2.  NEI  Staff  Responsibilities 

The  appropriate  NEI  extramural  program  director  from  the  Division  of  Collaborative  Clinical  Research  whose  name  appears 
on  the  Notice  of  Grant  Award  will  participate  with  and  assist,  but  not  direct: 

a.  The  Study  Chairperson  and  Coordinating  Center  Director  in  the  nomination  and  selection  of  an  independent  Data  and 
Safety  Monitoring  Committee. 

b.  The  Study  Chairperson  and,  when  appropriate,  the  Executive  Committee,  in  assuring  that  patient  information  handbooks, 
recruitment  information,  press  releases,  and  publicity  exhibits  are  properly  prepared  and  disseminated. 

c.  The  Study  Chairperson  in  the  identification  of  additional  participating  clinics,  if  necessary,  in  order  to  enhance 
patient  recruitment. 

d.  The  Executive  Committee  in  routine  performance  monitoring  of  the  entire  study  including  matters  of  quality  control 
within  and  among  various  components;  and  in  the  determination  of  inadequate  patient  recruitment  or  failure  to  comply 
with  the  protocol  on  the  part  of  individual  clinics. 

e.  The  Editorial  Committee  in  the  preparation  and  review  of  study  results  for  publication. 

f.  The  Data  and  Safety  Monitoring  Committee  as  an  ex  officio  member  and  will  participate  in  all  decisions  of  the 
Committee,  e.g.,  to  proceed  from  one  phase  of  the  study  to  the  next,  to  implement  protocol  changes,  to  evaluate  patient 
recruitment  issues,  to  approve  any  ancillary  studies,  to  plan  data  analysis,  to  announce  study  findings,  and  to  determine 
the  timing  of  release  of  any  interim  or  final  reports. 

The  NEI  reserves  the  right  to  curtail,  withhold,  or  terminate  support  for  the  study  Cor  an  individual  award)  in 
situations  involving:  inadequate  patient  recruitment,  follow-up,  data  reporting,  or  quality  control;  a major  breech  of 
the  study  protocol;  a substantive  change  in  the  agreed-upon  protocol  to  which  the  NEI  does  not  agree;  statistical 
evidence  that  the  major  study  endpoint  has  been  reached  ahead  of  schedule;  or,  human  subject  ethical  issues  that  dictate 
a premature  termination.  Prior  to  taking  such  actions,  NEI  will  consult  with  and  receive  recommendations  from  the  Data 
and  Safety  Monitoring  Committee. 

3.  Collaborative  Responsibilities 

Data  and  Safety  Monitoring  Committee:  A group  composed  of  individuals,  not  directly  involved  in  patient  care  or  data 
collection  in  the  trial,  who  are  responsible  for  periodically  reviewing  accunulated  data  for  evidence  of  adverse  or 
beneficial  treatment  effects;  for  initiating  recommendations  for  modification  of  the  study  protocol,  including 
termination  of  the  treatment  when  appropriate;  and  for  assessing  data  quality  and  clinic  performance. 

Executive  Committee:  Composed  of  the  Study  Chairperson,  who  serves  as  Chair,  directors  of  the  resource  core  centers, 
the  NEI  representative,  and  a small  group  of  clinical  center  Principal  Investigators  who  are  elected  by  the  full  group 
of  participating  clinical  center  principal  investigators  for  a set  term.  This  committee  acts  as  the  administrative  and 
executive  arm  of  the  clinical  trial.  It  makes  decisions  on  day-to-day  operational  issues;  considers  and  adopts  changes 
in  study  procedures  as  necessary;  reviews  and  implements  recommendations  from  the  Data  and  Safety  Monitoring  Committee; 
reviews  progress  of  the  trial  in  achieving  its  main  goal  and  takes  steps  required  to  enhance  likelihood  of  success;  and, 
reviews  data  collection  practices  and  procedures  as  summarized  in  performance  monitoring  reports  for  clinical  centers 
to  identify  and  correct  remediable  deficiencies. 

Editorial  Committee:  This  committee  has  the  responsibility  for  reviewing  manuscripts  produced  by  the  study  investigators 
and  for  assisting  in  the  preparation  of  the  main  trial  results.  Its  members  are  the  Study  Chairperson,  coordinating 
center  director,  the  NEI  representative,  and  several  clinical  center  investigators  elected  by  the  full  group  of 
participating  clinical  center  Principal  Investigators. 

4.  Arbitration 

The  independent  Data  and  Safety  Monitoring  Committee  will  serve  as  an  arbitrator  for  resolution  of  potential  differences 
of  opinion  among  the  investigators  and  NEI  staff  concerning  the  scientific/technical  conduct  of  the  study.  This  special 
arbitration  procedure  in  no  way  affects  the  awardee's  rights  to  appeal  an  adverse  action  that  is  otherwise  appealable 
in  accordance  with  PHS  regulations  at  42  CFR  Part  50,  subpart  D,  and  HHS  regulation  at  45  CFR  Part  16. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  in  Sections  1-4  of 
the  Research  Plan  AND  summarized  in  Section  5,  Hunan  Subjects.  Applicants  are  urged  to  assess  carefully  the  feasibility 
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of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Potential  applicants  are  strongly  encouraged  to  contact  NEI  staff  prior  to  the  preparation  and  submission  of  an 
application  to  discuss  NEI's  possible  interest  in  supporting  the  clinical  trial  and  to  request  additional  information 
that  will  be  helpful  in  preparing  applications. 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  Application  kits  are  available  at  most  institutional  offices 
of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grant  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

For  item  2a  on  the  Face  Page,  enter  "NEI  Clinical  Trial  Cooperative  Agreement."  For  item  2b  on  the  Face  Page,  enter 
the  code  "U10." 

The  applicant  should  provide  a statement  acknowledging  and  agreeing  to  NEI  staff  post-award  involvement  in  conducting 
the  clinical  trial,  and  should  describe  plans  to  accommodate  this  involvement. 

The  complete,  typewritten,  signed  original  of  the  application,  including  the  Checklist,  and  three  exact  copies,  in  one 
package  with  any  appendices,  must  be  mailed  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application,  and  all  appendix  material,  must  be  sent  to: 

Review  and  Special  Projects  Officer 
National  Eye  Institute 
Executive  Plaza  South,  Room  350 
6120  Executive  Boulevard 
Bethesda,  MD  20892 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  by  the  Division  of  Research  Grants  on  the  basis  of  established  Public  Health  Service 
referral  guidelines  and  reviewed  in  accordance  with  standard  NIH  peer  review  procedures.  Applications  assigned  to  the 
NEI  will  be  reviewed  for  scientific  merit  by  an  initial  review  group  convened  by  the  NEI  Review  and  Special  Projects 
Officer.  Second  level  program  and  policy  review  for  applications  assigned  to  NEI  will  be  conducted  by  the  National 
Advisory  Eye  Council.  All  applications  will  be  reviewed  using  the  following  standard  review  criteria: 

o scientific,  technical,  or  medical  significance  and  originality  of  proposed  research; 

o appropriateness  and  adequacy  of  the  experimental  approach  and  methodology  proposed  to  carry  out  the  research; 

o qualifications  and  research  experience  of  the  Principal  Investigator  and  staff,  particularly  but  not  exclusively  in 
the  area  of  the  proposed  research; 

o availability  of  resources  necessary  to  perform  the  research;  and, 

o appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research. 
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In  addition,  the  following  criteria  will  also  be  considered  by  NEI-convened  review  groups  when  assessing  the  scientific 
merit  of  applications: 

Study  Chairperson's  Application 

o the  rationale  for  the  clinical  trial  and  the  reasonableness  of  the  specific  objectives  in  addressing  a major  problem 
in  vision  research; 

o the  appropriateness  of  the  experimental  design  for  testing  the  problem/hypothesis  and  the  measures  chosen  to  assess 
the  effect  of  the  intervention,  the  plans  for  minimizing  bias,  and  the  criteria  for  the  study  endpoints; 

o the  study  procedures  and  administrative  arrangements  for  implementing  the  experimental  design/protocol; 

o the  justification  for  the  sample  size,  the  availability  of  the  patient  pool,  the  likelihood  of  achieving  the  target 
sample  size  in  a reasonable  time,  the  reasonableness  of  the  general  statistical  approach,  and  the  procedures  for 
technical  monitoring  of  the  study  centers  for  adherence  to  protocol  and  for  data  monitoring  to  determine  whether  protocol 
changes  are  needed;  and, 

o the  scientific,  clinical,  and  administrative  qualifications  of  the  Study  Chairperson  and  other  key  personnel. 
Coordinating  Center/Other  Resource  Center  Applications 

o the  reliability  and  accuracy  of  the  center's  past  performance  and  the  potential  of  the  center's  future  performance 
in  a clinical  trial; 

o the  experience  of  the  Principal  Investigator  and  other  key  personnel  in  clinical  trials; 
o the  ability  of  the  center  to  manage  and  to  analyze  data  for  the  clinical  trial;  and, 

o the  appropriateness  of  the  proposed  procedures  for  data  management,  data  storage,  and  analytical  activities. 
Participating  Clinical  Center  Applications 

o adequacy  of  the  participating  clinical  center's  procedures  for:  patient  recruitment,  patient  retention,  patient 
followup,  data  collection  and  management,  quality  control  of  clinical  examinations,  and  training  and  certification  of 
personnel; 

o the  qualifications  of  all  key  personnel  including  their  experience  and  track  record  in  clinical  trials;  and 

o the  sources  and  numbers  of  ful ly-el igible  patients,  the  number  of  eligible  patients  likely  to  have  participated  in 
the  clinical  trial  who  were  seen  over  a specific  period  of  time,  and  the  clinic's  patient  recruitment  and  retention  track 
record  in  clinical  trials. 

AWARD  CRITERIA 

The  following  will  be  considered  in  making  funding  decisions  for  applications  assigned  to  the  NEI  and  recommended  by 
the  National  Advisory  Eye  Council: 

o scientific  and  technical  merit  of  the  proposed  clinical  trial  as  determined  by  peer  review; 

o relevance  to  NEI  program  goals  and  key  research  questions  identified  in  "Vision  Research  - A National  Plan: 
1994-1998;"  and 
o availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome.  For  information  regarding  this  notice  and  referral  to  the  appropriate  NEI  program  or  grants 
management  staff,  contact: 

Dr.  Richard  L.  Mowery 

Division  of  Collaborative  Clinical  Research 
National  Eye  Institute 
Executive  Plaza  South,  Room  350 
Telephone:  (301)  496-5983 

The  NEI  publication,  "Vision  Research  - A National  Plan:  1994-1998,"  is  available  from: 

Office  of  Science  Policy  and  Legislation 

National  Eye  Institute 

Building  31,  Room  6A25 

Bethesda,  MD  20892 

Telephone:  (301)  496-4308 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalogue  of  Federal  Domestic  Assistance  No.  93.867,  Vision  Research.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 
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CANCER  EDUCATION 


NIH  GUIDE.  Volume  22,  Number  37,  October  15,  1993 
PAR  NUMBER:  PAR-94-004 


P.T. 


National  Cancer  Institute 
PURPOSE 

The  National  Cancer  Institute  (NCI)  invites  applications  to  its  Cancer  Education  Grant  Program  designed  to  support 
innovative  educational  efforts  to  reduce,  directly  or  indirectly,  cancer  incidence,  morbidity,  and  mortality.  It  also 
wishes  to  encourage  effective  programs  that  promise  improvement  in  the  quality  of  life  of  cancer  patients. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Cancer 
Education,  is  related  to  the  priority  area  of  educational  and  communi ty- based  programs.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000:  (Summary  Report:  Stock  No.  017-001-00473-1  or  Full  Report:  Stock  No.  017-001 -00474-0) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-0325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Any  not-for-profit  or  for-profit  organization  engaged  in  health-related  education,  research,  or  training  and  located 
in  the  United  States  or  its  territories  may  apply. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  is  the  Cancer  Education  (R25)  grant  award.  In  general,  allowable  costs  must  be  consistent  with 
PHS  policy  and  recommended  by  peer  reviewers.  These  costs  include,  but  are  not  limited  to,  supplies,  personnel  costs, 
student  compensation,  consultant  costs,  equipment,  travel,  sub- contractual  costs,  other  expenses,  and  other  student  costs 
when  appropriate.  Indirect  costs  are  payable  at  either  their  actual  level  or  at  the  rate  of  eight  percent  of  total 
direct  costs,  depending  upon  which  sum  is  smaller.  Tuition  and  equipment  costs  are  to  be  excluded  from  the  direct  cost 
base  for  the  computation  of  the  indirect  cost  amount.  All  applicants  may  request  up  to  five  years  of  support  in  a single 
grant  period  in  order  to  develop  or  maintain  a specific  education  program. 

RESEARCH  OBJECTIVES 

Reorganized  in  1993,  the  Cancer  Education  Grant  Program  (CEGP)  plans  to  accomplish  its  objectives  by  providing 
institutions  a wide  range  of  opportunities  to  develop  and  sustain  unique,  innovative  curriculum- driven  programs  that 
focus  on  various  cancer  education  activities.  These  will  be  projects  not  normally  supported  by  other  NIH  grant 
mechanisms.  The  target  audiences  for  these  programs  can  range  from  biomedical  researchers;  health  professionals; 
medical,  dental,  nursing,  and  other  health  professional  students;  college  and  high  school  students;  to  members  of  the 
lay  community. 

APPLICATION  PROCEDURES 

To  apply  for  a CEGP  award,  applicants  are  to  use  the  PHS  research  grant  application  form  PHS  398  (rev.  9/91)  available 
from  the  applicant  institution's  office  of  sponsored  research.  Application  forms  can  also  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  594-7248.  Ongoing  receipt  dates  for  new  applications  are:  1 February,  1 June,  and  1 October 
each  year.  Current  Guidelines  (rev.  04/93)  are  available  from  the  address  listed  under  INQUIRIES. 

The  title  and  number  of  the  PA  must  be  typed  in  Section  2a  on  the  face  page  of  the  application.  The  signed,  typewritten 
original  of  the  application  and  five  signed,  exact,  clear,  and  single-sided  photocopies,  must  be  sent  or  delivered  in 
one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

All  applications  will  be  reviewed  for  scientific,  technical,  and  educational  merit  by  an  appropriate  review  committee 
managed  by  the  Grants  Review  Branch,  Division  of  Extramural  Activities,  NCI.  Second  level  review  will  be  provided  by 
the  National  Cancer  Advisory  Board.  Review  criteria  are  listed  in  the  current  Guidelines. 

AWARD  CRITERIA 

The  CEGP  is  supported  by  the  Cancer  Education  segment  of  the  NCI  operating  grants  budget.  Any  award  decision  will  be 
based  upon  the  quality  of  the  proposed  project  as  determined  by  peer  review,  availability  of  funds,  and  program  balance 
among  educational  areas  of  the  program. 
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INQUIRIES 


For  current  Guidelines  and  information  concerning  the  objectives  and  scope  of  the  Cancer  Education  Grant  Program, 

contact: 

Dr.  Robert  C.  Adams 

Division  of  Cancer  Biology,  Diagnosis  and  Centers 
National  Cancer  Institute 
Executive  Plaza  North,  Room  520 
Bethesda,  MD  20892 
Telephone:  (301)  496-8580 
FAX:  (301)  402-4472 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Robert  Hawkins 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  ext.  13 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  Number  93.398,  Cancer  Research  Manpower.  Awards 
are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A,  Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPUCANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 

CLINICAL  STUDIES  OF  SAFETY  AND  EFFECTIVENESS  OF  ORPHAN  PRODUCTS 

NIH  GUIDE.  Volume  22,  Number  38,  October  22,  1993 
P.T.  34;  K.W.  0740025,  0710100 
Food  and  Drug  Administration 

The  Food  and  Drug  Administrations's  (FDA)  Office  of  Orphan  Products  Development  (OPD)  announces  the  availability  of 
Requests  for  Applications  (RFA)  for  fiscal  year  1994.  OPD  research  grants  are  awarded  to  support  clinical  trials  on 
the  safety  and  effectiveness  of  orphan  products  ( i .e. , those  for  diseases  and  conditions  affecting  a U.S.  population 
of  less  than  200,000).  Orphan  products  are  drugs,  biologies,  medical  devices,  and  foods  for  medical  purposes.  Grants 
of  up  to  $100,000  for  up  to  three  years  are  awarded  for  studies  in  any  phase  of  clinical  development  and  grants  of  up 
to  $200,000  for  up  to  two  years  are  awarded  for  studies  in  phase  2 or  phase  3 of  clinical  development. 

OPD  grants  are  for  clinical  studies  only,  not  basic  research.  The  goal  of  our  grants  program  is  to  encourage  clinical 
development  of  new  orphan  products.  A secondary  goal  is  to  encourage  clinical  development  of  orphan  indications  for 
already  approved  products.  To  support,  these  goals,  the  FDA  provides  grants  to  conduct  clinical  studies  intended  to 
provide  data  acceptable  to  the  agency  that  will  either  result  in  or  substantially  contribute  to  approval  of  new  products 
or  new  indications. 

One  requirement  for  all  studies,  including  studies  for  new  indications  of  already  approved  products,  is  that  the  study 
must  be  conducted  under  an  investigational  new  drug  application  (IND)  or  an  investigational  device  exemption  (IDE). 
The  IND/ IDE  number  is  required  to  appear  on  the  face  page  of  the  application  with  the  title  of  the  project.  Other 
proposed  submission  requirements  are  evidence  of  product  availability,  evidence  of  patient  availability,  and  a well- 
supported  explanation  as  to  why  the  product  is  appropriate  to  the  OPD  grant  program.  Complete  information  is  provided 
in  the  RFA. 
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Applications  must  be  submitted  by  December  27,  1993.  The  earliest  date  for  awards  will  be  July  1,  1994. 

INQUIRIES 

Written  and  telephone  requests  for  this  RFA  and  requests  to  have  your  name  placed  on  the  mailing  list  for  future  notices 
about  the  OPD  grants  program  may  be  directed  to: 

Patricia  Robuck  or  Carol  Uetmore 
Office  of  Orphan  Products  Development 
Food  and  Drug  Administration 
5600  Fishers  Lane,  Room  8-73 
Rockville,  MD  20857 
Telephone:  (301)  443-4903 

HOP  I F I CATION  OF  THE  LEAVE  POLICY  FOR  INDIVIDUALS  RECEIVING  SUPPORT  FROM  NATIONAL  RESEARCH  SERVICE  AWARDS 

NIH  GUIDE.  Volume  22,  Number  38,  October  22,  1993 

P.T.  22,  44;  K.W.  1014006 

National  Institutes  of  Health 

Agency  for  Health  Care  Policy  and  Research 

Health  Resources  Services  Administration 

These  provisions  amend  National  Research  Service  Awards  (NRSA)  Guidelines  for  Individual  Awards  - Institutional  Grants, 
Section  D,  Part  4,  entitled  Leave  issued  in  the  NIH  Guide  for  Grants  and  Contracts,  Volume  13,  Number  1,  January  6,  1984. 
At  the  date  of  publication  the  following  policy  will  apply  to  all  recipients  of  support  from  NRSA  Institutional  Research 
Training  Grants  and  from  NRSA  Individual  Fellowships. 

a.  Vacations  and  Holidays:  Trainees  and  fellows  may  receive  the  same  vacations  and  holidays  available  to  individuals 
in  comparable  training  positions  at  the  grantee  or  sponsoring  institution.  Trainees  and  fellows  shall  continue  to 
receive  stipends  during  vacations  and  holidays.  At  academic  institutions,  the  time  between  semesters  or  academic 
quarters  is  generally  considered  an  active  part  of  the  training  period. 

b.  Sick  Leave:  Trainees  and  fellows  may  continue  to  receive  stipends  for  up  to  15  calendar  days  of  sick  leave  per  year. 
Under  exceptional  circumstances,  this  period  may  be  extended  by  the  awarding  component  in  response  to  a written  request 
from  the  training  program  director  or  the  sponsor.  Sick  leave  may  be  used  for  the  medical  conditions  related  to 
pregnancy  and  childbirth  pursuant  to  the  Pregnancy  Discrimination  Act  (42  USC  2000  e(k)). 

c.  Parental  Leave:  Trainees  and  fellows  may  continue  to  receive  stipends  for  up  to  30  calendar  days  of  parental  leave 
per  year  for  the  adoption  or  the  birth  of  a child  when  those  in  comparable  training  positions  at  the  grantee  or 
sponsoring  institution  have  access  to  paid  leave  for  this  purpose.  Either  parent  is  eligible  for  parental  leave.  In 
the  case  of  individual  fellowships,  the  use  of  parental  leave  requires  approval  by  the  sponsor.  For  trainees,  the  use 
of  parental  leave  must  be  approved  by  the  training  program  director. 

A period  of  terminal  leave  is  not  permitted  and  payment  may  not  be  made  from  grant  funds  for  leave  not  taken. 

Unpaid  Leave:  Individuals  requiring  extended  periods  of  time  away  from  their  research  training  experience,  which  could 
include  more  than  15  calendar  days  of  sick  leave  or  more  than  30  calendar  days  of  parental  leave  must  seek  approval  for 
an  unpaid  leave  of  absence.  Approval  for  a leave  of  absence  must  be  requested  in  advance  from  the  awarding  component 
for  fellowships  and  from  the  training  grant  program  director  for  trainees.  The  fellowship  request  must  include  a letter 
of  support  for  the  proposed  leave  of  absence  from  the  sponsor.  The  period  of  training  or  fellowship  support  may  be 
extended  for  a period  equal  to  the  period  of  leave  upon  return  to  full-time  training. 

During  a leave  of  absence,  documentation  to  suspend  the  award  and/or  the  accrual  of  service  for  calculating  the  payback 
obligation  must  be  completed  as  follows: 

Trainees  must  complete  a Statement  of  Appointment  form  (PHS  2271)  checked  "Amendment"  and  a Termination  Notice  (NIH  416- 
7)  at  the  beginning  of  the  leave  of  absence  and  send  it  to  the  awarding  component.  At  the  resumption  of  NRSA  support, 
a Statement  of  Appointment  form  (PHS  2271)  checked  "Reappointment",  a Payback  Agreement  form  (PHS  6031)  (if  the 
individual  is  within  the  first  12  months  of  postdoctoral  NRSA  support),  and  a Statement  of  Non-Delinquency  on  Federal 
Debt  (PHS-T-600)  must  be  completed  and  sent  to  the  awarding  component. 

Fellows  must  provide  a letter  of  support  from  the  sponsor  and  must  advise  the  awarding  component  of  the  dates  of  their 
leave  of  absence.  At  that  time,  the  awarding  component  will  issue  a revised  Notice  of  Grant  Award  (NGA)  extending  the 
termination  date  of  the  current  budget  period  by  the  number  of  months  of  the  leave.  A restriction  will  be  included  in 
the  Terms  and  Conditions  of  the  award  precluding  the  expenditure  of  funds  from  the  fellowship  during  the  period  of  the 
leave  of  absence. 

INQUIRIES 

Further  information  about  this  policy  may  be  obtained  from  the  program  contact  for  the  institutional  or  individual  NRSA 
award  or  from: 

National  Institutes  of  Health 

Research  Training  and  Special  Programs  Office 

Building  31,  Room  5B44 

Bethesda,  MD  20892 

Telephone:  (301)  496-9743 
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NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 


CLINICAL  CENTERS  FOR  A CLINICAL  NETWORK  FOR  THE  TREATMENT  OF  THE  ADULT  RESPIRATORY  DISTRESS  SYNDROME 

NIH  GUIDE.  Volume  22,  Number  38,  October  22,  1993 
RFP  AVAILABLE:  NHLBI -HR-94-05 
P.T.  34;  K.W.  0715165,  0785035,  0755015,  0745070 
National  Heart,  Lung,  and  Blood  Institute 

The  purpose  of  this  program  is  to  establish  a network  of  up  to  ten  interactive  critical  care  treatment  groups  (CCTGs) 
and  a clinical  coordinating  center  (CCC)  to  rapidly  assess  novel  treatment  methods  in  patients  with  adult  respiratory 
distress  syndrome  (ARDS).  This  program  is  intended  to  provide  a mechanism  to  establish  and  maintain  the  required 
infrastructure  to  perform  multiple  therapeutic  trials  that  may  involve  investigational  drugs,  approved  agents  not 
currently  used  for  treatment  of  ARDS,  or  treatments  currently  used  but  whose  efficacy  has  not  been  well  documented. 
The  CCTGs  will  be  responsible  for:  (1)  participating  in  the  planning  and  development  of  the  network  infrastructure  and 
committee  structure  and  in  the  development  and  prioritization  of  multiple  protocols,  development  of  a manual  of 

operations  and  reporting  forms;  (2)  training  staff  to  conduct  the  study  as  outlined  in  approved  study  protocols  and 

manual  of  operations;  (3)  enrolling  and  treating  adult  patients  (with  a gender  and  racial  composition  representative 
of  the  local  population)  with  ARDS  or  a condition  that  predisposes  to  ARDS  according  to  the  established  study  protocols; 
(4)  performing  follow-up  assessment  on  the  subjects  in  the  manner  specified  in  the  approved  manual  of  operations;  (5) 
collecting  and  forwarding  subject  data  to  the  CCC;  (6)  interacting  with  the  CCC  to  provide  data  and  information  necessary 
for  data  analysis;  and  (7)  participating  with  other  study  investigators  in  the  preparation  and  writing  of  reports  and 
manuscripts  for  publication. 

This  announcement  is  for  clinical  centers  only,  with  up  to  ten  awards  anticipated.  A separate  Request  for  Proposal  (RFP) 
for  a Clinical  Coordinating  Center  will  be  released  in  the  future. 

This  announcement  is  not  an  RFP.  It  is  anticipated  that  RFP  NHLBI -HR-94-05  will  be  available  on  or  about  October  20, 

1993,  with  proposals  due  on  January  28,  1994.  It  should  be  noted  that  award  of  contracts  for  this  study  will  be  made 

only  to  offerors  who  are  located  in  the  United  States  of  America  and  Canada.  Copies  of  the  RFP  may  be  obtained  by 
submitting  a written  request  along  with  three  self-addressed  mailing  labels  to: 

Pamela  S.  Randall 
Contracts  Operations  Branch,  DEA 
National  Heart,  Lung  and  Blood  Institute 
Westwood  Building,  Room  654 
Bethesda,  MD  20892 

CELLULAR  EFFECTS  OF  LOU  FREQUENCY  ELECTROMAGNETIC  FIELDS 

NIH  GUIDE.  Volume  22,  Number  38,  October  22,  1993 

RFA  AVAILABLE:  ES-94-001 

P.T.  34;  K.W.  0725015,  1007003,  1002004 

National  Institute  of  Environmental  Health  Sciences 

Letter  of  Intent  Receipt  Date:  December  15,  1993 
Application  Receipt  Date:  February  16,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

Human  health  and  hunan  disease  result  from  three  interactive  elements:  environmental  factors,  genetic  susceptibility, 
and  age.  The  mission  of  the  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  is  to  reduce  the  burden  of  human 
illness  and  dysfunction  from  environmental  causes  by  further  understanding  each  of  these  elements  and  how  they 
interrelate.  The  NIEHS  achieves  its  mission  through  a multidisciplinary  biomedical  research  program,  prevention  and 
intervention  efforts,  and  a communication  strategy  that  encompasses  training,  education,  technology  transfer,  and 
community  outreach.  The  ultimate  goal  of  the  NIEHS  activities  is  to  define  and  understand  the  mechanism  of  action  of 
environmental  agents  on  human  health  and  to  transfer  this  knowledge  to  the  public  benefit. 

The  Energy  Policy  Act  that  was  signed  into  law  in  October  1992,  authorizes  a five  year  Electromagnetic  Fields  (EMF) 
research  and  public  information  dissemination  program.  This  current  RFA  is  for  the  establishment  of  a research  effort 
that  addresses  the  cellular  effects  of  EMF.  In  addition,  the  research  to  be  supported  in  this  RFA  is  limited  to  topics 
for  which  60  Hz  EMF  effects  have  been  previously  reported.  The  aims  for  these  efforts  will  be  to  define  both  the 

robustness  of  any  EMF  effects  and  to  determine  the  biological  significance  of  such  effects,  if  any. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Cellular  Effects  of  Low 
Frequency  Electromagnetic  Fields,  is  related  to  the  priority  area  of  environmental  health.  Potential  applicants  may 

obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Sunnary 
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Report:  Stock  No.  017-001 -00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington  DC 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  in  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  only.  Responsibility  for 
planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project 
period  for  an  application  may  not  exceed  four  years. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  this  RFA  are  anticipated  to  be  $1,500,000. 
It  is  expected  that  six  to  eight  awards  will  be  possible.  This  level  of  support  is  dependent  on  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans 
of  the  NIEHS,  awards  pursuant  to  this  RFA  are  contingent  upon  the  transfer  of  funds  for  this  purpose  from  the  Department 
of  Energy. 

RESEARCH  OBJECTIVES 

Background 

As  a result  of  electrification  of  our  homes  and  work  places,  people  from  all  walks  of  life  and  of  all  ages  are  now 
exposed  to  power  frequency  (60  Hz)  electric  and  magnetic  fields.  Increasingly  scientists,  regulators,  and  lay  people 
are  asking  whether  human  exposure  to  these  fields  involves  risks  to  human  health.  Such  questions  are  based  in  part  on 
the  results  of  epidemiologic  studies  that  have  raised  the  possibility  that  exposure  to  power  line  frequency  electric 
and  magnetic  fields  (EMF)  increases  risk  for  certain  forms  of  cancer.  In  addition  other  studies  have  shown  that  certain 
types  of  EMF  exposure  can  cause  minor  variations  in  heart  rate  and  reaction  times  in  humans.  There  have  also  been  some 
reports  of  individuals  with  unusual  sensitivity  or  adverse  symptoms  when  exposed  to  fields  from  power  lines.  However, 
the  biological  significance  of  these  and  other  non-cancer  studies  is  uncertain,  and  it  is  unclear  if  these  effects  are 
predictors  of  adverse  health  effects  in  humans.  Thus,  there  is  a need  for  additional  research  on  the  biological  effects 
of  EMF  exposure  particularly  at  the  power  line  frequencies  (60  Hz). 

The  effects  of  EMF  on  the  behavior  of  cells  exposed  to  electric  and/or  magnetic  fields  has  been  often  cited  as  affected 
by  EMF.  For  example,  there  have  been  reports  of  EMF  effects  on  cell  membranes,  RNA  transcription,  ornithine 
decarboxylase  activity,  calcium-ion  efflux,  and  cellular  response  to  hormones. 

Research  Goals  and  Scope 

The  focus  of  this  RFA  is  on  the  effects  of  EMF  on  or  at  the  cellular  level.  In  addition,  the  research  to  be  supported 
in  this  RFA  is  limited  to  topics  for  which  60  Hz  EMF  effects  have  been  previously  reported. 

The  following  list  provides  examples  of  areas  of  research  interest,  but  it  is  not  intended  to  be  complete.  Investigators 
are  encouraged  to  study  these  or  other  topics  that  have  been  reported  in  the  peer  reviewed  literature. 

o Effects  on  calcium  and  calcium  mediated  processes; 

o Effects  on  gene  expression,  particularly  genes  which  may  be  involved  in  cancer; 
o Effects  on  signal  transduction; 

o Effects  on  protooncogenes  such  as  c-myc,  c-jun  and  c-fos  in  human  cells; 
o Effects  on  activity  of  protein  kinase. 

EMF  Exposure  Conditions 

This  RFA  provides  important  information  on  the  types  of  EMF  exposure  conditions  and  approaches  which  are  appropriate 
for  this  RFA. 

SPECIAL  REQUIREMENTS 

Applicant  should  request  funds  for  one  trip  annually  to  the  National  Institute  of  Environmental  Health  Sciences  for  an 
EMF  Program  Meeting. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent,  by  December  15,  1993,  that  includes  a descriptive  title 
of  the  proposed  project,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  and  RFA  title  and  number. 
The  letter  of  intent  is  to  be  sent  to  Dr.  Michael  J.  Galvin,  Jr.  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev. 9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7378. 

Applications  must  be  received  by  February  16,  1994.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant  or  will  be  placed  in  the  pool  of  applications  for  the  next  regular  receipt  date. 
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The  RFA  label  available  in  the  PHS  398  (rev  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the 
face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  checklist,  and  three  signed  photocopies,  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  the  investigator  must  also  send  two  additional  copies  of  the  application  to: 

Mr.  David  Mineo 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
104  T.U.  Alexander  Drive 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

REVIEU  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete  applications 
will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to  the  RFA,  NIEHS 
staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the  applicant  or  submit  it  for  review 
in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  on  the  basis  of  relative  competitiveness.  Those  applications  judged  to  be  competitive  will 
undergo  further  merit  review.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Environmental  Health 
Sciences  Council. 

INQUIRIES 

We  welcome  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants,  therefore,  written  and  telephone 
inquiries  concerning  this  RFA  are  encouraged.  However,  potential  applicants  are  expected  to  have  reviewed  the  material 
in  the  RFA  before  contacting  the  NIEHS. 

To  receive  a copy  of  the  RFA,  contact  the  NIEHS  either  by  FAX  at  919-541-2843  or  Voice  Mail  at  919-541-3319.  Be  sure 
to  include  your  complete  mailing  address  and  phone  number. 

Direct  mail  inquiries  to  receive  the  RFA  and  address  the  letter  of  intent  to: 

Michael  J.  Galvin,  Jr. , Ph.D. 

Environmental  Health  Resources  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  David  L.  Mineo 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.113  and  93.115.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158, 
43  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 
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EFFECTS  OF  60  Hz  ELECTROMAGNETIC  FIELDS  IH  VIVO 


NIH  GUIDE.  Volume  22,  Number  38,  October  22,  1993 

RFA  AVAILABLE:  ES-94-002 

P.T.  34;  K.W.  0725015,  1007003,  1002004 

National  Institute  of  Environmental  Health  Sciences 

Letter  of  Intent  Receipt  Date:  December  15,  1993 
Application  Receipt  Date:  February  16,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  UHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

Human  health  and  human  disease  result  from  three  interactive  elements:  environmental  factors,  genetic  susceptibility, 
and  age.  The  mission  of  the  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  is  to  reduce  the  burden  of  human 
illness  and  dysfunction  from  environmental  causes  by  further  understanding  each  of  these  elements  and  how  they 
interrelate.  The  NIEHS  achieves  its  mission  through  a multidisciplinary  biomedical  research  program,  prevention  and 
intervention  efforts,  and  a communication  strategy  that  encompasses  training,  education,  technology  transfer,  and 
community  outreach.  The  ultimate  goal  of  the  NIEHS  activities  is  to  define  and  understand  the  mechanism  of  action  of 
environmental  agents  on  human  health,  and  to  transfer  this  knowledge  to  the  public  benefit. 

The  Energy  Policy  Act  that  was  signed  into  law  in  October  1992,  authorizes  a five  year  Electromagnetic  Fields  (EMF) 
research  and  public  information  dissemination  program.  This  current  RFA  is  for  the  establishment  of  a research  effort 
that  addresses  the  effects  of  EMF  on  whole  animal  systems.  In  addition,  the  research  to  be  supported  in  this  RFA  is 
limited  to  topics  for  which  60  Hz  EMF  effects  have  been  previously  reported.  The  aims  for  these  efforts  will  be  to 
define  both  the  robustness  of  any  EMF  effects  and  to  determine  the  biological  significance  of  such  effects,  if  any. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Effects  of  60  Hz 
Electromagnetic  Fields  In  Vivo,  is  related  to  the  priority  area  of  environmental  health.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  in  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  only.  Responsibility  for 
planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project 
period  for  applications  may  not  exceed  four  years. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  this  RFA  are  anticipated  to  be  $1,500,000. 
It  is  expected  that  six  to  eight  awards  will  be  possible.  This  level  of  support  is  dependent  on  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans 
of  the  NIEHS,  awards  pursuant  to  this  RFA  are  contingent  upon  the  transfer  of  funds  for  this  purpose  from  the  Department 
of  Energy. 

RESEARCH  OBJECTIVES 

Background 

As  a result  of  electrification  of  our  homes  and  work  places,  people  from  all  walks  of  life  and  of  all  ages  are  now 
exposed  to  power  frequency  (60  Hz)  electric  and  magnetic  fields.  Increasingly  scientists,  regulators  and  lay  people  are 
asking  whether  human  exposure  to  these  fields  involves  risks  to  human  health.  Such  questions  are  based  in  part  on  the 
results  of  epidemiologic  studies  which  have  raised  the  possibility  that  exposure  to  power  line  frequency  electric  and 
magnetic  fields  (EMF)  increases  risk  for  certain  forms  of  cancer.  In  addition  other  studies  have  shown  that  certain 
types  of  EMF  exposure  can  cause  minor  variations  in  heart  rate  and  reaction  times  in  humans.  There  have  also  been  some 
reports  of  individuals  with  unusual  sensitivity  or  adverse  symptoms  when  exposed  to  fields  from  power  lines.  However, 
the  biological  significance  of  these  and  other  non-cancer  studies  is  uncertain,  and  it  is  unclear  if  these  effects  are 
predictors  of  adverse  health  effects  in  humans.  Thus,  there  is  a need  for  additional  research  on  the  biological  effects 
of  EMF  exposure  particularly  at  the  power  line  frequencies  (60  Hz). 

Research  Goals  and  Scope 

The  focus  of  this  RFA  is  on  the  assessment  of  previously  reported  effects  of  60  Hz  EMF  on  biological  processes  using 
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in  vivo  exposures.  However,  chronic  or  lifetime  exposure  studies  are  a low  priority,  and  investigators  are  encouraged 
to  focus  on  acute  or  short  term  exposures.  In  general,  research  is  needed  to  determine  if  in  vivo  EMF  exposure  has  a 
deleterious  effect  on  animals  and  subsequently  on  humans;  and  to  define  exposure  conditions  which  may  be  effective. 

The  following  list  provides  examples  of  areas  of  research  interest,  but  it  is  not  intended  to  be  complete.  Investigators 
are  encouraged  to  study  these  or  other  topics  that  have  been  reported  in  the  peer  reviewed  literature. 

o Effects  on  Melatonin 

o Effects  on  reproduction  and  development 

o Effects  on  neuroendocrine  system 

o Effects  on  behavior 

o Effects  on  tumor  promotion  or  other  aspects  of  cancer  development 
EMF  Exposure  Conditions 

The  RFA  provides  important  information  on  the  types  of  EMF  exposure  conditions  and  approaches  that  are  appropriate  for 
this  RFA. 

SPECIAL  REQUIREMENTS 

Applicant  should  request  funds  for  one  trip  annually  to  the  National  Institute  of  Environmental  Health  Sciences  for  an 
EMF  Program  Meeting. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent,  by  December  15,  1993,  that  includes  a descriptive  title 
of  the  proposed  project,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  and  RFA  title  and  number. 
The  letter  of  intent  is  to  be  sent  to  Dr.  Michael  J.  Galvin,  Jr.  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev. 9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7378. 

Applications  must  be  received  by  February  16,  1994.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant  or  will  be  placed  in  the  pool  of  applications  for  the  next  regular  receipt  date. 

The  RFA  label  available  in  the  PHS  398  (rev  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  nianber  must  be  typed  on  line  2a  of  the 
face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  checklist,  and  three  signed  photocopies,  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  the  investigator  must  also  send  two  additional  copies  of  the  application  to: 

Mr.  David  Mineo 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
104  T.W.  Alexander  Drive 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete  applications 
will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to  the  RFA,  NIEHS 
staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the  applicant  or  submit  it  for  review 
in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  on  the  basis  of  relative  competitiveness.  Those  applications  judged  to  be  competitive  will 
undergo  further  merit  review.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Environmental  Health 
Sciences  Council. 

INQUIRIES 

We  welcome  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants,  therefore,  written  and  telephone 
inquiries  concerning  this  RFA  are  encouraged.  However,  potential  applicants  are  expected  to  have  reviewed  the  material 
in  the  RFA  before  contacting  the  NIEHS. 

To  receive  a copy  of  the  RFA,  contact  the  NIEHS  either  by  FAX  at  919-541-2843  or  Voice  Mail  at  919-541-3319.  Please 
be  sure  to  include  your  complete  mailing  address  and  phone  number. 
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Direct  mail  inquiries  to  receive  the  RFA  and  address  the  letter  of  intent  to: 


Michael  J.  Galvin,  Jr.,  Ph.D. 

Environmental  Health  Resources  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233,  MD  3-03 
Research  Triangle  Park,  NC  27709 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.113  and  93.115.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158, 
43  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 

MEU  THERAPEUTIC  APPROACHES  FOR  BREAST  CANCER 
NIH  GUIDE.  Volume  22,  Number  38,  October  22,  1993 
RFA  AVAILABLE:  CA-94-004 

P.T.  34;  K.U.  0715035,  0760025,  0745032,  0745045,  0760045 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  December  3,  1993 
Application  Receipt  Date:  February  17,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Cancer  Therapy  Evaluation  Program  (CTEP),  Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute  (NCI)  invites 
applications  for  cooperative  agreements  for  the  development  of  novel  approaches  to  the  treatment  of  breast  cancer 
employing  new  agents,  concepts,  or  treatment  strategies  and  to  conduct  Phase  I/I  I clinical  trials. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  New  Therapeutic  Approaches 
for  Breast  Cancer,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit  and  for-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  can  be  from  single  or  multiple  institutions  (collaborating  institutions,  consortia, 
cooperative  groups).  Foreign  institutions  may  participate  in  Laboratory  or  Clinical  Programs  through  sub-contract  or 
consortium  arrangements.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  a cooperative  agreement  (U01),  an 
"assistance"  mechanism  (rather  than  an  acquisition"  mechanism),  in  which  substantial  NCI  scientific  and/or  programmatic 
involvement  with  the  awardee  is  anticipated  during  performance  of  the  activity.  Under  the  cooperative  agreement,  the 
NCI  purpose  is  to  support  and/or  stimulate  the  recipient's  activity  by  involvement  in  and  otherwise  working  jointly  with 
the  award  recipient  in  a partner  role,  but  it  is  not  to  assume  direction,  prime  responsibility,  or  a dominant  role  in 

the  activity.  The  responsibilities,  relationships,  and  governance  of  the  study  to  be  funded  under  cooperative 

agreement(s)  are  discussed  in  the  RFA  under  the  section  Terms  and  Conditions  of  Award. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  size 
of  an  award  will  vary  also.  The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not 
exceed  four  years.  The  anticipated  award  date  is  September  1994. 

Awards  and  level  of  support  depend  on  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although 
this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  contingent 
upon  the  continuing  availability  of  funds  for  this  purpose.  This  RFA  is  a one-time  solicitation.  At  this  time,  the 
NCI  has  not  determined  whether  or  how  this  solicitation  will  be  continued  beyond  the  present  RFA. 

FUNDS  AVAILABLE 

Approximately  $2,000,000  in  total  costs  per  year  for  four  years  will  be  committed  to  specifically  fund  applications 

submitted  in  response  to  this  RFA.  It  is  anticipated  that  five  to  seven  individual  awards  will  be  made. 
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RESEARCH  OBJECTIVES 


The  goals  of  this  initiative  are  to:  (1)  provide  support  for  Phase  I / 1 1 trials  of  promising  new  therapeutic  strategies 
for  the  treatment  of  breast  cancer;  and  (2)  provide  support  for  appropriate  laboratory  programs  that  are  necessary  for 
the  clinical  development  of  the  therapeutic  approach.  CTEP  proposes  to  stimulate  clinical  research  relevant  to  breast 
cancer  through  the  support  of  multidisciplinary  teams  of  basic  and  clinical  investigators  interested  in  performing  Phase 
I / 1 1 trials  of  innovative  therapeutic  strategies  and  in  conducting  laboratory  studies  relevant  to  the  clinical 
development  of  the  agents.  Scientific  approaches  should  reflect  the  creativity  and  capabilities  of  the  investigators. 
Applicants  will  form  Breast  Cancer  Treatment  Groups  that  consist  of  Clinical  and  Laboratory  Programs  representing  diverse 
scientific  disciplines  under  the  leadership  of  a single  Principal  Investigator. 

Applications  should  be  focused  on  integrating  clinical  goals  with  laboratory  research  areas.  The  application  should 
have  a central,  common  theme  that  should  be  the  focus  of  the  clinical  studies  and  the  Group's  efforts  overall.  The 
Laboratory  Programs  must  be  relevant  to  the  clinical  development  of  the  new  therapeutic  agents  or  therapeutic  strategies 
proposed.  Preclinical  Laboratory  Programs  may  include  the  identification  and  analysis  of  new  analogs  or  agents  relevant 
to  the  clinical  studies  proposed,  in  vivo  or  in  vitro  models  for  evaluation  of  therapeutic  agents  or  strategies,  or 
toxicology  studies  necessary  for  submission  of  an  Investigational  New  Drug  (IND)  application.  Laboratory  Programs  may 
also  be  designed  to  elucidate  the  mechanism  of  action  of  the  proposed  therapeutic  strategies,  to  provide  pharmacologic 
or  immunologic  monitoring  of  patients,  or  to  perform  correlative  studies  relevant  to  the  clinical  behavior  of  breast 
cancer  tumors  and/or  their  response  to  the  therapeutic  intervention.  Investigators  are  not  limited  to  the  above  areas 
of  laboratory  experimentation. 

Clinical  Programs  should  be  designed  to  evaluate  new  therapeutic  agents  or  new  therapeutic  strategies  for  breast  cancer. 
Pilot  clinical  trials  may  be  included  with  the  goal  of  initiating  Phase  II  evaluation  of  the  therapy  within  the  funding 
period.  Examples  of  new  clinical  trials  include:  (1)  differentiating  agents  or  apoptosis;  (2)  novel  growth  factor  or 
hormone-based  therapies  utilizing  new  agents;  (3)  gene  therapy  and  new  therapies  involving  antisense  or  ribozymes;  (4) 
immunomodulatory  approaches  to  breast  cancer  treatment  (such  as  vaccines);  (5)  targeted  therapies  including  monoclonal 
antibody  therapy,  radioimmunobiology,  and  the  use  of  new  immunotoxins;  (6)  biologies  in  combination  with  drug  or 
radiation  regimens;  (7)  new  therapies  combining  endocrine  manipulations  with  chemotherapeutic  agents;  (8)  treatment 
strategies  for  overcoming  hormone-,  drug-  or  radiation- resistance  of  breast  cancer;  and  (9)  treatment  strategies  based 
on  novel  mechanisms  of  action  of  defined  therapeutic  agents  (e.g. , interference  with  signal  transduction,  induction  of 
immune  response).  Investigators  are  not  limited  to  the  above  research  areas. 

SPECIAL  REQUIREMENTS 

The  RFA  describes  the  complete  terms  and  conditions  of  award  for  this  cooperative  agreement  including  terms  of 
cooperation,  nature  of  participation  by  NCI  staff,  responsibilities  of  the  awardees,  and  the  arbitration  process  to 
resolve  disputes.  Special  instructions  for  preparation  of  cooperative  agreement  applications  are  also  included. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  3,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  nunber  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCI  staff  to  estimate 
the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  be  sent  to  Ms.  Diane  Bronzert  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  February  17,  1994.  If  an  application  is  received  after  that  date,  it  will  be  returned. 
The  research  grant  application  form  PHS  398,  (rev.  9/91)  is  to  be  used  in  applying  for  cooperative  agreements.  These 
forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594- 
7248;  and  from  the  NCI  Program  Director  listed  under  INQUIRIES. 

REVIEW  CONSIDERATIONS 

A.  General  Considerations 

All  applications  will  be  judged  on  the  basis  of  the  scientific  merit  of  the  proposed  project  and  the  documented  ability 
of  the  investigators  to  meet  the  RESEARCH  OBJECTIVES  of  the  RFA.  Although  the  technical  merit  of  the  CLINICAL  and 
LABORATORY  PROGRAMS  is  important,  it  will  not  be  the  sole  criterion  for  selection  of  a study.  Other  considerations, 
such  as  the  importance  and  timeliness  of  the  proposed  study  or  clinical  trials,  the  development  of  a well-defined  central 
research  focus,  the  coordination  and  interdependence  of  the  individual  PROGRAMS,  and  the  cohesiveness  and 
multidisciplinary  nature  of  the  BCTG  will  be  part  of  the  evaluation  criteria. 
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B.  Review  Procedures 


Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Applications  that  are  judged 
non- responsive  will  be  returned  by  the  NCI.  An  application  judged  to  be  non- responsive  to  this  RFA  may  be  submitted 
as  an  investigator  initiated  regular  research  grant  (R01)  or  program  project  grant  (POD  at  the  next  receipt  date.  The 
application  would  require  modification  in  accordance  with  either  the  R01  or  P01  guidelines.  The  new  application  would 
not  be  considered  an  application  for  a Cooperative  Agreement,  nor  would  it  be  considered  a response  to  an  RFA.  Questions 
concerning  the  relevance  of  proposed  research  to  the  RFA  may  be  directed  to  program  staff  listed  under  INQUIRIES. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA  and  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive  are  strongly  encouraged.  The  program  staff  welcome  the  opportunity  to 
clarify  any  issues  or  questions  from  potential  applicants. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Ms.  Diane  Bronzert 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (30D  496-8866 
FAX:  (301 ) 480-4663 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Carolyn  Mason 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  242 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  59 

FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.395,  Cancer  Treatment  Research.  Awards 
are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended. 
Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR  Part 
52  and  45  CFR  Part  74  and  92.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 

PROGRAM  OF  EXCELLENCE  IN  ORTHOPAEDIC  BIOMATERIALS 

NIH  GUIDE.  Volume  22,  Number  38,  October  22,  1993 

RFA  AVAILABLE:  AR-94-003 

P.T.  34;  K.W.  0750005,  0785155,  0740045 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  February  16,  1994 
Application  Receipt  Date:  March  16,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN  AN 
INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS)  invites  investigators  to  submit 
interactive  grant  applications  for  a Program  of  Excellence  in  Orthopaedic  Biomaterials.  The  long  range  objective  should 
be  the  development  of  improved  and  longer  lasting  orthopaedic  devices. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Program  of  Excellence  in 
Orthopaedic  Biomaterials,  is  related  to  the  priority  area  of  chronic  disabling  conditions.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001 -00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
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Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards  (R29). 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  Interactive  Research  Project  Grant  (IRPG)  mechanism.  A minimum 
of  two  independent  investigators  are  encouraged  to  submit  concurrent,  collaborative,  cross-referenced  individual  research 
project  grants  (R01)  or  FIRST  (R29)  award  applications.  Applicants  may  be  from  one  or  several  institutions.  The  total 
project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  four  years  for  ROIs. 

FUNDS  AVAILABLE 

It  is  anticipated  that  the  group  of  applications  funded  will  result  in  one  IRPG  award  made  for  a "Program  of  Excellence 
in  Orthopaedic  Biomaterials."  The  estimated  funds  available  for  the  first  year  of  support  for  this  program  are  $700,000 
in  total  costs. 

This  project  is  part  of  the  NIH  Advanced  Material  and  Processing  Program  (AMPP)  of  the  Federal  Coordination  Council  for 
Science  and  Engineering  Technology  (FCCSET). 

RESEARCH  OBJECTIVES 

Orthopaedic  implants  are  commonly  used  in  the  treatment  of  musculoskeletal  diseases  and  injuries.  In  1992,  there  were 
an  estimated  400,000  arthroplasties  performed  on  knees  or  hips.  Based  on  cross-sectional  data  gathered  in  1988,  it  is 
estimated  that  approximately  5,000,000  people  in  the  U.S.  currently  have  an  orthopaedic  device  implanted. 

While  these  orthopaedic  devices  have  had  great  general  success  in  reducing  the  morbidity  and  disability  that  may  result 
from  musculoskeletal  disorders,  the  long-term  outcomes  are  not  fully  satisfactory;  some  devices  require  surgical 
replacement.  As  an  example,  failure  of  total  hip  devices  may  occur  because  of  factors  such  as  remodelling  due  to  stress 
shielding,  biological  response  to  wear  products,  infection,  other  host/implant  biological  responses,  or  failure  of  any 
of  the  component  devices  or  cement.  Revision  surgery  is  costly  to  perform  and  less  likely  to  be  successful  than  the 
original  procedure.  Public  health  cost  savings  would  be  greatly  increased  from  orthopaedic  devices  that  have  an  improved 
longevi ty. 

The  Program  of  Excellence  in  Orthopaedic  Biomaterials  will  be  a multidisciplinary  effort  combining  advances  in  material 
and  mechanical  science  with  recent  progress  in  biological  areas  including  immunology,  molecular,  and  cellular  biology. 
The  ultimate  goal  of  this  coordinated  effort  is  fundamental,  applied,  or  clinical  knowledge  that  would  lead  to  more 
effective  long-term  orthopaedic  implants  and  improve  the  quality  of  life  of  the  recipient  patients. 

The  research  investigators  should  have  expertise  in  areas  such  as  orthopaedic  surgery,  biomaterials,  biomechanics  and 
biology.  Each  IRPG  application  should  have  a central  theme  or  focus  that  serves  to  interconnect  the  component  projects. 
There  should  be  a demonstrated  positive  interaction  among  the  investigators  and  the  projects.  While  clinical  studies 
may  be  proposed,  this  RFA  is  not  intended  to  support  large  clinical  trials. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  February  16,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIAMS  staff  to  estimate  the  potential  review  workload  and  to  avoid 
conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Dr.  Tommy  Broadwater 

Review  Branch,  Extramural  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  406 

Bethesda,  MD  20892 

Telephone:  (301)  594-9979 

FAX:  (301)  594-9673 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248;  and  from  the  NIH  program  administrator  listed  under  INQUIRIES. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
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the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  (Program  of  Excellence  in  Orthopaedic 
Biomaterials)  and  number  must  be  typed  on  line  2a  of  the  face  page  of  the  application  form  and  the  YES  box  must  be 
marked. 

Submit  a signed,  typewritten  original  of  the  applications,  including  the  cover  letter,  checklist,  and  three  signed, 
photocopies,  in  one  package,  whether  or  not  the  applications  arise  from  the  same  institution,  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to  Dr.  Tommy  Broadwater  at  the 
address  listed  under  LETTER  OF  INTENT. 

Applications  must  be  received  by  March  16,  1994.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant  without  review.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to 
this  announcement  that  is  essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws 
the  pending  application.  The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed. 
This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications 
must  include  an  introduction  addressing  the  previous  critique. 

REVIEU  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAMS.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to 
the  RFA,  NIAMS  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the  applicant  or  submit 
it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  NIAMS  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the 
criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAMS.  The 
second  level  of  review  will  be  provided  by  the  National  Advisory  Arthritis  and  Musculoskeletal  and  Skin  Diseases  Council. 

Review  criteria  for  RFAs  are  generally  the  same  as  those  for  unsolicited  research  grant  applications.  The  special  value 
of  the  cooperative  and  interactive  nature  of  the  individual  research  applications  and  applicants  comprising  the  IRPG 
should  be  emphasized  in  each  application. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1994.  Applications  will  compete  for  available  funds  with  all  other 
applications  responsive  to  this  RFA. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  and  PA-93-038  to: 

Dr.  Stephen  L.  Gordon 
Musculoskeletal  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  407 

Bethesda,  MD  20892 

Telephone:  (301)  594-9951 

FAX:  (301)  594-9673 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Diane  M.  Watson 
Grants  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  732A 

Bethesda,  MD  20892 

Telephone:  (301)  594-9955 

FAX:  (301)  594-9673 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.846,  Arthritis,  Musculoskeletal,  and  Skin 
Diseases.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 
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SOCIAL  WORK  RESEARCH  DEVELOPMENT  CENTERS 

M I H GUIDE.  Volume  22,  Number  38,  October  22,  1993 

PA  NUMBER:  PA-92-078 

P.T.  34;  K.W.  0417000,  0715095,  0715129 

National  Institute  of  Mental  Health 

The  Social  Work  Research  Development  Centers  program  announcement  (PA-92-078),  published  in  the  NIK  Guide  for  Grants 
and  Contracts,  Vol.  21,  No.  17,  May  8,  1992,  provides  flexible  support  to  meet  unique  institutional  needs  for  developing 
strong  mental  health  research  in  graduate  schools  of  social  work.  The  purpose  of  this  amendment  is  to  revise  and  clarify 
the  submission,  review,  and  administration  of  SWRDC  applications.  The  SWRDC  Research  Infrastructure  Plan  and  the 
Research  Enhancement  Projects  will  be  submitted,  administered,  reviewed,  and  funded  as  individual  separate  projects. 

The  following  should  be  inserted  into  the  section  on  "Budget",  which  begins  on  page  9 of  the  full  text  program 
announcement: 

Applications  for  the  SWRDC  Research  Infrastructure  Improvement  Plan  and  each  Research  Enhancement  Plan  must  be  submitted, 
reviewed,  funded,  and  administered  separately.  The  maximum  grant  for  the  SWRDC  Infrastructure  Improvement  Plan  is 
$300,000  per  year,  plus  indirect  costs.  Research  Enhancement  Projects  will  be  treated  as  independent  research  projects, 
which  will  be  funded  at  levels  appropriate  to  their  scope  and  separately  from  the  infrastructure  plan. 

Under  APPLICATION  PROCEDURES,  the  first  sentence  of  paragraph  2 on  page  10  is  revised  to  read: 

Separate  applications  must  be  submitted  for  each  of  the  individual  projects:  (1)  the  "Infrastructure  Improvement  Plan" 
and  (2)  for  each  "Research  Enhancement  Proposal". 

Under  "Review  Criteria",  the  last  sentence  of  paragraph  1 on  page  12  is  revised  to  read: 

A priority  score  reflecting  the  technical  and  scientific  merit  of  each  separate  application  will  be  assigned  by  the 
reviewers. 

INQUIRIES 

For  the  full  program  announcement  and  further  information,  contact: 

Kenneth  G.  Lutterman,  Ph.D. 

Division  of  Epidemiology  and  Services  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  IOC-23 
Rockville,  MD  20857 
Telephone:  (301)  443-3373 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPUCA  TIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAULING  ADDRESS  FOR  THE  NATIONAL  INSTnUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


CHANGE  IN  FELLOWSHIP  RECEIPT  DATES 

NIH  GUIDE.  Volume  22,  Number  39.  October  29,  1993 
P.T.  22;  K.U.  0720005,  1014006 
National  Institutes  of  Health 

On  April  1,  1993  the  application  receipt  dates  for  NIH  National  Research  Service  Awards  for  individual  fellowships 
changed.  The  new  receipt  dates  are: 

APRIL  5 
AUGUST  5 
DECEMBER  5 

These  new  receipt  dates  pertain  to  all  the  NIH  institutes,  including  the  National  Institute  of  Mental  Health,  National 
Institute  on  Alcohol  Abuse  and  Alcoholism,  and  National  Institute  on  Drug  Abuse. 

The  fellowship  programs  affected  include: 

International  Research  Fellowships  (F05) 

Senior  International  Fellowships  (F06) 

Predoctoral  Fellowships  (F30  and  F31) 

Postdoctoral  Fellowships  (F32) 

Senior  Fellowships  (F33) 

NOTE:  Receipt  dates  for  Institutional  training  grant  applications  (T32s)  are  not  affected;  the  receipt  dates  remain 
January  10,  May  10,  and  September  10. 

Individual  fellowship  applications  MUST  include  at  least  three  completed  references  in  sealed  envelopes. 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

CLINICAL  COORDINATING  CENTER  FOR  A CLINICAL  NETUORIC  FOR  THE  TREATMENT  OF  THE  ADULT  RESPIRATORY  DISTRESS  SYNDROME 

NIH  GUIDE.  Volume  22,  Number  39,  October  29,  1993 
RFP  AVAILABLE:  NHLBI -HR-94-04 


P.T. 


National  Heart,  Lung,  and  Blood  Institute 

The  purpose  of  this  seven-year  program  is  to  establish  an  infrastructure  to  support  ongoing  clinical  studies  of  adult 
patients  with  Adult  Respiratory  Distress  Syndrome  (ARDS)  and  those  at  risk  of  developing  ARDS.  The  Network  will  consist 
of  up  to  ten  Critical  Care  Treatment  Groups  (CCTGs)  a Clinical  Coordinating  Center  (CCC)  and  representation  from  the 
National  Heart,  Lung,  and  Blood  Institute  (NHLBI).  Study  protocols  will  be  developed  and  prioritized  by  a Steering 
Committee  composed  of  the  Principal  Investigators  (PI)  of  the  CCTGs,  the  PI  of  the  CCC,  and  the  NHLBI  Project  Officer. 
The  program  will  be  performed  in  three  phases.  Phase  I will  be  12  months  and  will  involve  the  development  of  protocols 
and  the  manual  of  operations.  Phase  II  will  be  60  months  and  will  involve  enrollment  of  patients  into  protocols, 
continued  development  of  new  protocols,  and  analysis  of  data  produced  by  the  first  protocol  studies.  Phase  III  will 
be  a 12  month  effort  to  complete  all  follow  up,  data  analysis,  and  preparation  of  publications.  While  the  exact  number 
and  type  of  patients  to  be  studied  (i.e.,  patients  with  ARDS  or  patients  at  risk  of  developing  ARDS)  will  depend  on  the 
protocols  that  are  chosen  by  the  Steering  Committee,  it  is  estimated  that  each  CCTG  will  be  capable  of  enrolling  40 
patients  each  year  into  protocols.  It  is  anticipated  that  observational  studies  may  be  undertaken.  The  CCC  will  be 
responsible  for  (1)  contributing  substantially  to  protocol  development;  (2)  designing  the  system  for  collection,  entry, 
and  management  of  data  with  feedback  systems  for  quality  control;  (3)  coordinating  the  development,  printing,  and 
distribution  of  the  study  protocols,  reporting  forms,  and  manual  of  operations;  (4)  directing  all  aspects  of  data 
analysis  including  the  development  of  methods  of  data  analysis  and  computer  software  to  accomplish  all  of  the  above 
listed  functions;  (5)  preparing  and  distributing  technical  and  statistical  reports  as  required;  (6)  coordinating  and 
managing  meetings  of  the  Steering  Committee  and  Data  and  Safety  Monitoring  Board;  (7)  monitoring  patient  eligibility; 
and  (8)  monitoring  untoward  drug  effects.  This  program  will  involve  the  performance  of  research  activities  involving 
therapy  of  critically  ill  patients  and  will  require  interaction  on  a daily  basis  with  the  CCTGs  regarding  clinical  and 
safety  issues. 

This  announcement  is  for  a clinical  coordinating  center  only.  A separate  Request  for  Proposals  (RFP)  for  the  clinical 
care  treatment  groups  (CCTGs)  has  been  released. 

This  is  not  an  RFP.  It  is  anticipated  that  RFP  NHLBI-HR-94-04  will  be  available  on  or  about  October  20,  1993,  with 
proposals  due  January  27,  1994.  It  should  be  noted  that  award  of  a contract  for  this  study  will  be  made  only  to  offerors 
who  are  located  in  the  United  States  of  America  or  Canada.  Copies  of  the  RFP  may  be  obtained  by  submitting  a written 
request  and  three  self-addressed  mailing  labels  to: 

Pamela  S.  Randall 

Contracts  Operations  Branch 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  654 

Bethesda,  MD  20892 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  39  - October  29,  1993 

2 


TOXIC  SUBSTANCE  EFFECTS  ON  DEVELOPMENTAL  GENE  EXPRESSION 


NIH  GUIDE.  Volume  22,  Number  39,  October  29,  1993 
RFA  AVAILABLE:  ES-94-003 

P.T.  34;  K.W.  1007003,  1007009,  0775000,  0765014 

National  Institute  of  Environmental  Health  Sc i ences 

Letter  of  Intent  Receipt  Date:  December  15,  1993 
Application  Receipt  Date:  January  21,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  ''INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Environmental  Health  Sc i ences  (NIEHS)  in  conjunction  with  the  National  Toxicology  Program 
invites  applications  to  conduct  research  on  the  effects  of  environmental  toxicants  on  gene  expression  during  development. 
The  etiology  of  a large  percentage  of  birth  defects  are  unknown.  However,  it  is  very  likely  that  the  origin  of  many 
of  the  observed  developmental  abnormalities  can  be  attributed  to  an  environmental  component.  Thus,  the  mechanism  whereby 
these  agents  or  conditions  cause  these  developmental  defects  is  unclear  and  there  is  suggestive  evidence  that  some  toxic 
agents  may  be  responsible  for  disrupting  the  normal  pattern  of  gene  expression  during  developmental  stages. 

This  RFA  is  issued  to  stimulate  research  at  the  interface  between  developmental  biology  and  developmental  toxicology 
in  order  to  further  our  knowledge  of  how  environmental  agents  alter  the  basic  processes  of  development  and  contribute 
to  birth  defects  in  human  populations.  The  research  supported  will  focus  upon  the  development  of  experimental  paradigms 
and  research  strategies  for  characterizing  alterations  in  patterns  of  gene  expression  induced  by  exposure  to 
environmental  toxicants  during  mammalian  development. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Toxic  Substance  Effects  on 
Developmental  Gene  Expression,  is  related  to  the  priority  area  of  environmental  health.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  in  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not  for 
First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (ROD  and  FIRST  award  (R29). 
Responsibility  for  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 
The  total  project  period  for  applications  may  not  exceed  three  years  for  R01s. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  the  entire  program  is  $1.0  million.  The 
expected  number  of  awards  is  four  to  five. 

This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIEHS,  awards  pursuant  to  this  RFA  are  contingent 
upon  the  availability  of  funds.  Support  will  not  be  provided  under  this  RFA  for  research  activities  focussed  exclusively 
on  clinical  trials  or  the  initiation  of  large-scope  epidemiologic  studies. 

RESEARCH  OBJECTIVES 

Developmental  processes  are  guided  by  a precise  coordination  of  gene  expression.  These  genes  have  been  shown  to  be 
involved  in  the  regulation  of  processes  such  as  axis  specification,  cell  lineage  determination,  cell  migration,  cell 
differentiation  and  segmentation.  It  can  be  assumed  that  disruptions  in  the  normal  pattern  of  gene  expression  brought 
on  by  exposure  to  environmental  toxicants  (i.e.,  environmental  and  industrial  chemicals,  agents,  and  physical  entities 
such  as  heat  and  light)  could  lead  to  structure/function  defects  and/or  to  death  of  the  conceptus.  Indeed,  there  is 
suggestive  evidence  that  alterations  in  gene  expression  is  at  least  part  of  the  teratogenic  action  of  a growing  number 
of  agents  and  conditions  including  TCDD,  diethylsti Ibestrol  (and  other  estrogenic  compounds  such  as  certain  pesticides 
and  environmental  estrogens),  heat  shock  (hyperthermia),  valproic  acid,  and  heavy  metals  (cadmium,  lead,  etc.). 
Understanding  the  mechanisms  of  toxicity  brought  on  by  these  exposures  could  help  define  how  gene  expression  is  altered 
and  how  this  leads  to  abnormal  development.  Furthermore,  developmental  defects  caused  by  genetic  perturbations  are 
likely  to  share  similar  developmental  pathways  as  an  environmental  perturbation  which  causes  the  same  defect.  Genetic 
models  may  therefore  be  useful  in  delineating  the  action  of  environmental  toxicants  on  gene  expression. 

Identification  of  critical  developmental  genes,  their  specific  function  and  their  regulation  is  proceeding  rapidly  at 
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a cellular,  biochemical  and  molecular  level  through  the  efforts  of  developmental  biologists  using  new  and  novel 
techniques.  Thus  it  is  an  opportune  time  for  an  integration  of  the  development  biology  and  development  toxicology 
fields. 

A key  component  of  this  RFA  is  the  cross  fertilization  between  molecular  biologists/embryologists  and  developmental 
toxicologists.  Thus,  applicants  are  encouraged  to  have  elements  of  both  toxicology  and  molecular  biology  in  the 
experimental  design.  It  should  be  noted  that  simply  screening  for  genes  altered  by  environmental  agents  is  in  itself, 
not  enough  to  qualify  for  consideration  under  this  RFA.  Defining  the  gene  must  be  only  the  first  step  in  defining  the 
role  of  alteration  in  that  gene  in  development. 

This  RFA  is  not  limited  to  any  particular  stage  of  development,  organ,  developmental  abnormality  or  toxicant;  the  main 
criteria  for  consideration  is  the  relevance  of  the  environmental  toxicant  and  the  developmental  abnormality  to  human 
health  and  the  integration  of  biology  with  toxicology.  The  applications  must  be  more  than  an  exchange  of  ideas;  they 
must  show  a commitment  to  the  interdisciplinary  approach.  It  is  hoped  that  the  resulting  collaborations,  "hybrid" 
thinking,  and  cross  trained  scientists  will  continue  to  expand  these  initial  efforts  to  define  the  site  and  mechanism 
of  action  of  developmental  toxicants  in  order  to  better  protect  the  public  health  via  awareness  of  prevention  and 
intervention. 

SPECIAL  REQUIREMENTS 

Applicants  should  request  funds  for  one  trip  annually  to  the  NIEHS  for  a meeting  to  discuss  important  new  findings  and 
a sharing  of  research  progress. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  15,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  project,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications, 
the  information  that  it  contains  allows  NIEHS  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  in 
the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Jerrold  Heindel  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev. 9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248. 

Applications  must  be  received  by  January  21,  1994.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant. 

Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  photocopies,  in 
one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Dr.  Ethel  Jackson 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

104  TW  Alexander  Drive,  MD  3-04 
Research  Triangle  Park,  NC  27709 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete  applications 
will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to  the  RFA,  NIEHS 
staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the  applicant  or  submit  it  for  review 
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in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Primary  and  secondary  assignments  of  applications  submitted  in  response  to  this  RFA  will  be  made  using  the  customary 
referral  guidelines. 

INQUIRIES 

We  welcome  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants,  therefore,  written  and  telephone 
inquiries  concerning  this  RFA  are  encouraged.  However,  potential  applicants  are  expected  to  have  reviewed  the  material 
in  the  RFA  before  contacting  the  NIEHS. 

Direct  requests  for  the  RFA  and  address  the  letter  of  intent  to: 

Jerrold  J.  Heindel,  Ph.D. 

Division  of  Extramural  Research  and  Training 

National  Institute  of  Environmental  Health  Sciences 

P.0.  Box  12233 

104  T.W.  Alexander  Drive 

Research  Triangle  Park,  NC  27709 

Telephone:  (919)  541-0781 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  David  L.  Mineo 

Division  of  Extramural  Research  and  Training 

National  Institute  of  Environmental  Health  Sciences 

P.O.  Box  12233 

104  T.W.  Alexander  Drive 

Research  Triangle  Park,  NC  27709 

Telephone:  (919)  541-1371 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.113  and  93.115.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158, 
43  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 

BASIC  RESEARCH  ON  FIBROMYALGIA 

NIH  GUIDE.  Volume  22,  Number  39,  October  29,  1993 

RFA  AVAILABLE:  AR-94-004 

P.T.  34;  K.U.  0715136,  0765033,  0710030,  1002004,  1002008,  0785105 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  December  15,  1993 
Application  Receipt  Date:  February  10,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  ''INQUIRIES"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN  AN 
INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS)  invites  applications  for  basic  research 
on  the  pathogenesis  of  fibromyalgia  (FM).  The  goal  of  the  RFA  is  to  promote  research  that  will  improve  our  understanding 
of  the  disease  and  will  identify  critical  processes  and  mediators  of  disease  that  could  be  used  to  establish  a rational 
basis  for  new  and  effective  treatments. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Basic  Research  on  Fibromyalgia, 
is  related  to  the  priority  area  of  chronic  disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00474-0  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  award. 
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MECHANISM  OF  SUPPORT 


This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  and  FIRST  awards  (R29)  and 
the  interactive  research  project  grants  (IRPG).  Responsibility  for  the  planning,  direction,  and  execution  of  the 
proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted  in  response 
to  the  present  RFA  may  not  exceed  five  years.  The  anticipated  award  date  is  September  30,  1994. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center  for 
Research  Resources  may  wish  to  identify  the  GCRC  as  a resources  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included  within  the  application. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  the  entire  program  is  1.4  million  dollars. 
Funding  is  contingent  upon  receipt  of  scientifically  meritorious  applications.  The  NIAMS  expects  to  fund  five  to  seven 
new  awards. 

RESEARCH  OBJECTIVES 

Background 

Fibromyalgia  is  a disorder  characterized  by  widespread  pain  and  multiple,  characteristic,  tender  points.  The  disorder 
may  affect  about  two  to  three  percent  of  the  population  of  the  United  States,  and  the  majority  of  affected  individuals 
are  women.  In  1990,  the  American  College  of  Rheumatology  published  classification  criteria  for  fibromyalgia.  These 
criteria  provide  a uniform  basis  for  classifying  the  cases  and  will  be  invaluable  in  conducting  research  in  this  area. 

The  current  status  and  future  direction  of  fibromyalgia  research  was  the  subject  of  a Workshop  sponsored  by  the  National 
Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  held  on  May  19,  1993.  The  Workshop  brought  together  a group 
of  clinicians  and  scientists  working  in  the  field  of  fibromyalgia  that  developed  a comprehensive  list  of  future  research 
activities  in  fibromyalgia.  A summary  of  this  Workshop  will  be  published  in  the  Journal  of  Musculoskeletal  Pain.  Basic 
research  on  the  pathogenesis  of  fibromyalgia  was  identified  as  one  critical  area  of  future  emphasis  and  is  the  focus 
of  the  current  solicitation. 

Areas  of  research  interest  are  listed  in  the  RFA. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  15,  1993,  a letter  of  intent  that  includes  a title  of  the 
proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other  key 
personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may 
be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIAMS  staff  to  estimate  the  potential  review  workload  and  to  avoid 
conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Susana  A.  S.  Sztein  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the 
face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Applications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  (R29)  applications  submitted  without  the  required  number  of  reference  letters  will 
be  considered  incomplete  and  will  be  returned  without  review. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  photocopies,  in 
one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Tommy  Broadwater,  Ph.D. 

Review  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Oiseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

Applications  must  be  received  by  February  10,  1993.  If  an  application  is  received  after  that  date,  it  wilt  be  returned 
to  the  applicant  without  review.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to 
this  announcement  that  is  essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws 
the  pending  application.  The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed. 
This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications 
must  include  an  introduction  addressing  the  previous  critique. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAMS  staff.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to 
the  RFA,  NIAMS  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the  applicant  or  submit 
it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  ICO  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will  withdraw 
from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant  Principal 
Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further  scientific 
merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria 
stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  NIAMS.  The  second  level 
of  review  will  be  provided  by  the  National  Arthritis  and  Musculoskeletal  and  Skin  Diseases  Advisory  Council. 

Review  criteria  for  this  RFA  are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1994. 

Awards  will  be  based  upon  the  following  criteria: 

o scientific  merit 
o availability  of  funds 

o programmatic  priorities  of  the  funding  ICD 
o responsiveness  to  the  RFA 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Susana  A.  S.  Sztein,  M.D. 

Rheumatic  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  405 

Bethesda,  MD  20892 

Telephone:  (301)  594-9953 

FAX:  (301)  594-9673 

Direct  inquiries  regarding  fiscal  matters  to: 

Mara  DeKemper 

Grants  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  722 
Bethesda,  MD  20892 
Telephone:  (301)  594-7508 
FAX:  (301)  594-9950 

Schedule 

Letter  of  Intent  Receipt  Date 
Application  Receipt  Date: 

Initial  Review: 

Second  Level  Review: 

Anticipated  Award  Date: 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.361,.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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: December  15,  1993 
February  10,  1993 
June/July  1994 
September  1994 
September  30,  1994 


DEVELOPMENTAL  STUDIES  OF  THE  CEREBRAL  CORTEX  IN  MENTAL  HEALTH 


N I H GUIDE.  Volume  22,  Number  39,  October  29,  1993 
RFA  AVAILABLE:  MH-93-004 

P.T.  34;  K.W.  0705010,  0705055,  0715095,  0715129 

National  Institute  of  Mental  Health 

Letter  of  Intent  Receipt  Date:  December  22,  1993 
Application  Receipt  Date:  February  22,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  invites  applications  directed  at  research  toward  the  understanding  of 
the  normal  and  abnormal  development  of  components  of  the  central  nervous  system  involved  in  mental  health.  This  research 
applies  most  specifically  to  the  cerebral  cortex,  but  can  extend  to  the  thalamus,  hippocampus,  striatum,  and  related 
areas. 

This  RFA  is  issued  in  response  to  the  need  to  foster  basic  and  clinical  studies  that  specifically  address  the 
relationship  between  developmental  processes  in  the  brain  and  the  etiology  of  mental  health  disorders. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Developmental  Studies  of  the 
Cerebral  Cortex  in  Mental  Health,  is  related  to  the  priority  areas  of  mental  health  and  mental  disorders  of  children 
and  adolescents.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 

017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  public  and  private  non-profit  and  for-profit  organizations  such  as  universities, 
colleges,  hospitals,  laboratories,  research  institutions,  units  of  State  and  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Foreign  institutions  are  not 
eligible  for  First  Independent  Research  Support  and  Transition  (FIRST  (R29)  awards. 

MECHANISMS  OF  SUPPORT 

Applications  are  requested  under  the  traditional  research  project  grants  (R01)  mechanism,  the  FIRST  award  (R29),  or 
the  small  grant  (R03).  Additional  requirements  for  these  mechanisms  are  listed  in  the  RFA.  Future  unsolicited  competing 
continuation  applications  will  compete  with  all  investigator- initiated  applications  and  be  reviewed  according  to  the 
customary  peer  review  procedures.  Support  may  be  requested  for  a period  of  up  to  five  years  with  the  exception  of  the 
R03  mechanism  which  is  limited  to  two  years.  Annual  awards  will  be  made  subject  to  continued  availability  of  funds  and 
progress  achieved. 

FUNDS  AVAILABLE 

It  is  estimated  that  approximately  $1,350,000  will  be  available  for  this  RFA.  This  level  of  support  is  dependent  on 
the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 

RESEARCH  OBJECTIVES 

Background 

The  understanding  of  normal  and  abnormal  development  of  cortical  and  subcortical  regions  of  the  brain  involved  with 
cognition  and  behavior  is  of  fundamental  interest  to  NIMH.  Abnormalities  occurring  in  the  cerebrum  can  mildly  or 
devastatingly  alter  many  behavioral  and  cognitive  aspects  of  the  organism.  Many  mental  disorders  may  have  their  root 
in  abnormal  development  of  the  cerebral  cortex  and  closely  associated  subcortical  regions. 

Specific  Research  Topics 

The  following  are  several  examples  of  some  of  the  many  research  topics  and  conceptual  issues  in  the  development  of  the 
cerebral  cortex  and  related  brain  regions  that  specifically  relate  to  this  RFA: 

o Elucidation  of  the  cellular  and  molecular  determinants  that  participate  in  cell  phenotype  specification  in 
telencephal ic  and  diencephalic  brain  regions; 

o Studies  that  seek  to  correlate  known  psychiatric  disorders  of  children,  adolescents,  and  adults  (not  including  mental 
retardation)  with  specific  developmental  aberrations  of  the  cerebral  cortex  by  identifying  the  processes  and  mechanisms 
involved  in  parcelation  of  cerebral  cortex  into  distinct  functional  regions  such  as  sensory,  motor,  and  associational 
doma i ns 

Investigators  may  use  any  number  of  technical  approaches  to  address  these  research  objectives.  These  may  include 
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pharmacological,  physiological,  anatomical,  molecular,  or  genetic  techniques.  Further,  it  is  likely  that  diverse  animal 
models,  from  insects  to  complex  vertebrates  including  nonhuman  primates,  could  be  used  for  these  developmental  studies. 
Studies  that  address  these  topics  in  human  material  are  particularly  important. 

SPECIAL  REQUIREMENTS 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including  both  direct 
costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the  institution. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  22,  1993,  a non-binding  letter  of  intent  that  includes  a 
descriptive  title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  this  RFA. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIMH  staff  to  estimate  the  potential  review  workl'ad  and  to  avoid 
conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  addressed  to  Dr.  Meinecke  at  the  address  listed  under 
INQUIRIES. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  grant  application  form  PHS  398  (rev.  9/91).  Application  kits  containing  the  necessary  forms  and 
instructions  for  regular  research  grants  may  be  obtained  from  the  offices  of  sponsored  research  at  most  universities, 
colleges,  medical  schools,  and  other  major  research  facilities;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248; 
and  from  the  program  staff  listed  under  INQUIRIES. 

REVIEW  CONSIDERATIONS 

Specific  criteria  for  scientific/technical  merit  review  of  applications  is  listed  in  the  complete  RFA.  Additional 
specific  information  for  the  R03  and  the  R29  mechanisms  are  also  listed  in  the  RFA. 

AWARD  CRITERIA 

The  anticipated  date  of  award  for  funding  is  September  1994.  Applications  recommended  for  approval  by  the  appropriate 
National  Advisory  Council  will  be  considered  for  funding  on  the  basis  of  overall  scientific  and  technical  merit  of  the 
research  as  determined  by  peer  review. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Douglas  L.  Meinecke,  Ph.D. 

Division  of  Neuroscience  and  Behavioral  Science 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11C-06 

Rockville,  MD  20857 

Telephone:  (301)  443-5288 

FAX:  (301)  443-4822 

Direct  inquiries  regarding  fiscal  matters  to: 

Diana  T runnel l 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-23 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

FAX:  (301)  443-6885 

AUTHORITY  AND  REGULATION 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.242.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


NEUROSCIENCE  RESEARCH  ON  DRUG  ADDICTION 

NIH  GUIDE.  Volume  22,  Number  39,  October  29,  1993 

PA  NUMBER:  PA-94-005 

P.T.  34;  K.U.  0404009,  1002030,  0404001 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  encourage  investigator  interest  in  the  wide  range  of  neuroscience  research 
relevant  to  drug  addiction  supported  by  several  programmatic  areas  within  the  National  Institute  on  Drug  Abuse  (NIDA). 
In  light  of  quantum  advances  in  neuroscience  technology,  it  is  now  possible  to  vastly  increase  our  knowledge  of  the 
relationships  among  neuroanatomy,  neurophysiology,  neurochemistry,  neuropsychopharmacology,  addictive  behavior,  and 
addictive  disease.  The  12  initiatives  in  this  program  announcement  are  designed  to  exploit  this  enormous  potential  in 
the  service  of  substantially  improving  our  understanding  of  the  brain  mechanisms  that  underlie  addictive  disease,  an 
objective  that  is  essential  to  the  improvement  of  preventive  and  therapeutic  interventions. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People, «?000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Neuroscience  Research  on  Drug 
Addiction,  is  related  to  the  priority  areas  of  tobacco,  alcohol  and  other  drugs,  and  maternal  and  infant  health. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  (202)  783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit,  public  and  private  organizations,  e.g., 
colleges,  universities,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISMS 

Support  mechanisms  include  research  project  grants  (R01),  FIRST  Awards  (R29),  small  grants  (R03),  program  projects  (P01), 
and  conference  grants  (R13). 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  program  announcement  may  vary,  it  is 
anticipated  that  the  size  of  an  award  will  vary  also. 

RESEARCH  OBJECTIVES 

To  progress  in  dealing  with  problems  of  drug  abuse  and  dependence,  expansion  of  research  to  understand  the  neural  bases 
of  this  disease  is  necessary.  The  research  tools  available,  e.g.,  histochemistry,  autoradiography,  molecular  biology, 
microscopy,  imaging  techniques  applicable  to  living  brain  (e.g.,  positron  emission  tomography  (PET)),  and  neurophysiology 
and  neuropharmacology  techniques  (e.g.,  neural  tissue  transplantation,  neuron  cultures),  especially  those  monitoring 
neural  processes  during  behavior  (e.g.,  single-cell  electrophysiology,  electroencephalography,  microdialysis, 
voltammetry)  facilitate  significant  advances  in  understanding  the  neurobiology  mediating  drug  abuse,  dependence, 
addiction,  and  recovery.  These  methods  and  the  following  examples  of  topics  are  not  exhaustive;  applicants  are  invited 
to  submit  applications  in  a discipline  of  neuroscience  that  will  contribute  to  the  understanding  of  drug  addiction. 

1.  Reward  Mechanisms  in  Drug  Abuse 

The  brain-reward  model  begins  to  explain  euphoria  produced  by  a variety  of  drug  classes.  According  to  the  model,  the 
"high"  results  from  activation  of  a brain  system  that  mediates  the  experience  of  pleasure.  Identification  of  a 
neuroanatomical  substrate  for  drug-induced  euphoria  opened  the  door  for  research  on  the  biological  basis  of  psychological 
dependence.  The  various  mechanisms  by  which  drugs  affect  this  system  is  an  important  area  of  research.  The  model  also 
provides  a rationale  for  developing  interventions  to  alleviate  addiction. 

Studies  are  needed  to  expand  the  model.  Mesocort i col i mbi c dopamine  pathways  are  a major  component  of  the  brain-reward 
system,  but  other  neurochemical  systems  should  be  studied  for  involvement  in  brain- reward.  Studies  of  drug  effects  on 
components  of  the  brain-reward  system  and  on  neural  events  underlying  tolerance,  sensitization,  craving,  and  relapse 
to  excessive  drug  intake  are  also  needed.  Studies  that  relate  drugs  to  other  reinforcers  are  encouraged. 

2.  Drug  Abuse  Neuropsychopharmacology 

The  neuroscience  program  seeks  improved  explanations  of  mechanisms  of  drugs  of  abuse  and  of  potential  treatment  drugs, 
especially  mechanisms  underlying  drug  effects  on  behavior  of  the  whole  organism.  Examples  include  studies  of  (1) 
behavioral  roles  of  specific  receptors  and  natural  ligands;  (2)  roles  of  specific  neurons  and  neuronal  systems  (e.g., 
opioidergic);  (3)  preclinical  models  for  new  treatment  approaches;  (4)  neural  mechanisms  underlying  drug-induced 
disruption  of  complex  behaviors,  including  changes  in  complex  behaviors  during  drug  withdrawal  and  the  effects  on  complex 
behavior  induced  by  potential  treatment  drugs;  and  (5)  drug  combinations,  e.g.,  cocaine  plus  ethanol,  abused  drug  plus 
treatment  drug. 
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3.  Vulnerability  to  Drug  Addiction 


The  goal  of  this  part  of  the  program  is  to  determine  the  neurobio logical  bases  for  the  predisposition  to  compulsively 
abuse  drugs,  i .e. , to  identify  and  evaluate  the  factors  that  influence  the  decision  to  continue  self-administration. 
An  area  of  interest  is  the  genetic  analyses  of  individual  differences  in  response  to  drugs,  including  differences  in 
susceptibility  to  drug-seeking  behavior,  and  to  neurotoxicity  and  other  drug  effects.  Genetic  studies  may  include 
recombinant  inbred  strains,  determination  of  the  genotype  linked  to  high  or  low  self-administration,  or  the  relationships 
of  differences  in  drug  effects  to  differences  in  drug  metabolism  or  receptor  subtypes.  Other  studies  of  interest  are 
those  that  determine  the  influence  of  historical  (e.g. , previous  drug  exposure  of  the  organism)  and  environmental  (e.g. , 
social  interaction)  factors. 

4.  Neurotoxicology  of  Drug  Abuse 

Research  is  encouraged  to  examine  the  neurobiological  bases  of  the  neurotoxicology  and  behavioral  toxicology  of  drugs 
of  abuse.  Also  needed  are  investigations  on  residual  effects  of  drug  exposure  that  may  result  in  a compromised  nervous 
system,  more  susceptible,  later  in  life,  to  the  onset  or  progression  of  diseases  not  usually  linked  to  drug  abuse, 
especially  neurodegenerative  diseases  (e.g.  Parkinson's,  Alzheimer's). 

5.  Ontogenetic  (Developmental)  Neurobiology 

Exposure  to  drugs  gestational ly,  perinatal ly,  or  neonatal ly  due  to  drug  use  by  the  parent(s)  may  induce  long-term 
cognitive,  behavioral,  neurological,  and  neuroendocrine  deficits  resulting  from  alterations  in  neuronal  growth,  neuronal 
function,  or  development  of  synapses  and  neural  networks.  There  is  need  for  information  on  the  existence,  persistence, 
and  functional  significance  of  drug-induced  changes  in  the  CNS  due  to  the  offspring's  exposure  to  drugs.  Investigators 
are  encouraged  to  examine  the  ontogenetic  consequences  of  exposure  to  drugs  of  abuse  by  means  of  various  neuroanatomical, 
neurophysiological,  neurochemical,  or  neurobehavioral  methodologies. 

6.  Long-Term  Neuroplastic  Changes  in  the  CNS  Due  to  Drug  Abuse 

Research  is  solicited  on  relationships  of  persistent  neurobiological  changes  due  to  drugs  to  behaviors  such  as  tolerance, 
dependence,  and  craving.  Evaluation  of  changes  in  reinforcement  efficacy  as  a function  of  alterations  in  brain-reward 
circuitry  are  of  particular  interest.  Research  may  take  advantage  of  the  discovery  that  many  classes  of  drugs  of  abuse 
are  potent  inducers  of  immediate-early  genes  (IEGs)  in  cells  of  the  CNS.  Such  research  may  explore  the  use  of  IEG 
induction  as  a screening  method  to  identify  neuron  populations  that  are  targets  of  drugs  of  abuse.  Such  studies  may 
also  explore  the  role  of  transcription  factors  in  the  neuroadaptive  responses  of  the  CNS  to  drugs.  Investigators  are 
encouraged  to  identify  the  target  genes  that  are  regulated  by  IEGs  in  response  to  drugs.  Use  of  transgenic  animals  to 
study  the  molecular  basis  of  drug-seeking  behaviors  should  be  considered  to  explore  the  effects  of  gene  products  on 
specific  aspects  of  drug-seeking  behavior. 

7.  Anabolic  Steroid  Abuse 

An  area  of  research  interest  to  several  PHS  agencies  is  anabolic  steroid  abuse.  Program  announcement  PA-92-80,  "Research 
on  Anabolic  Steroid  Abuse,"  (issued  Hay  1992)  details  this  priority  area.  As  discussed  therein,  research  including  the 
neurobehavioral  actions  of  anabolic  steroids  is  encouraged.  Such  research  includes  determination  of  whether  or  not 
anabolic  steroids  can  affect  the  brain-reward  system,  assessment  of  dependence,  elucidation  of  neurobiological  mechanisms 
and  sites  of  action  of  anabolic  steroid  effects  on  behavior,  investigation  of  neurobiological  side  effects  of  anabolic 
steroid  abuse  (including  long-term  consequences),  neuroscientific  investigation  of  the  postulated  link  between  anabolic 
steroid  abuse  and  aggressive  behavior,  and  interactions  with  other  drugs  of  abuse. 

8.  Pain  and  Analgesia 

This  program  centers  on  the  neural  bases  of  pain  and  its  alleviation  and  CNS  mechanisms  underlying  opiate  abuse.  Goals 
are  to  improve  understanding  of  (1)  how  transmitter  systems  interact  with  endogenous  opioid  systems,  and  how  the  latter 
can  be  stimulated  more  effectively  to  decrease  pain  perception;  (2)  mechanisms  and  consequences  of  opioid  actions  in 
acute  versus  chronic  pain;  (3)  whether  the  analgesic  action  of  opiates  can  be  dissociated  from  dependence  liability; 

(4)  other  treatments  for  pain  (e.g.,  efficacy  and  mechanism  of  acupuncture,  transplantation  of  opioid-releasing  cel  Is); 

(5)  the  role  of  cognitive  processes  in  the  modulation  of  pain;  (6)  changes  in  gene  expression  in  CNS  neurons  in  response 
to  pain  and  the  relations  between  changes  in  gene  expression  and  the  behavioral  aspects  of  pain;  (7)  animal  models  of 
chronic  pain;  and  (8)  differences  between  pain  patients  and  drug-abusers  in  respect  to  opiate  use. 

9.  Drug  Effects  on  Sensory  Processes 

Little  is  known  about  effects  of  drugs  on  sensory  systems  other  than  those  mediating  pain;  i.e.,  the  mechanisms  of 
hallucinogen- induced  alterations  in  perception  need  study.  Studies  are  encouraged  to  investigate  effects  of  chronic 
drug  exposure  on  sensory  system  structure  and  function  to  determine  changes  leading  to  possible  neurotoxic  damage  and 
permanent  sensory  impairments  and  mental  disorders.  For  example,  neural  damage  has  been  described  in  somatosensory 
cortex  following  certain  designer  drugs;  the  functional  consequences  have  not  been  determined. 

10.  Drug  Effects  on  Learning,  Memory,  and  Cognition 

The  role  of  learning  and  memory  in  tolerance,  dependence,  and  relapse  is  a neglected  area  of  neuropsychopharmacology. 
Stimuli  that  become  associated  with  the  drug  experience  elicit  drug  craving,  yet  little  information  is  available 
concerning  the  neural  mediators  of  the  associative  processes.  Studies  of  roles  of,  and  substrates  for,  learning  and 
memory  in  addictive  processes  are  encouraged.  Drugs  of  abuse  also  impair  cognitive  processes  and  performance.  Work 
is  needed  to  characterize  the  chronic  and  residual  effects  of  abused  drugs  on  learning,  memory,  awareness,  judgment, 
performance,  and  the  variables  that  modify  cognition,  e.g.,  attention  and  motivation. 

11.  Blood-Brain  Barrier  (BBB)  and  Drugs  of  Abuse 

The  goals  are  to  determine  (1)  changes  in  BBB  ultrastructure,  macromolecules,  development,  and  function  caused  by  drug 
abuse;  (2)  reinforcing  properties  of  drugs  in  terms  of  their  fate  at  the  BBB  and  entry  into  the  brain;  (3)  roles  of  the 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  39  - October  29,  1993 

11 


specialized  BBB  structures,  enzyme  systems,  and  subcellular  organelles  in  regard  to  the  neurotoxicity  of  abused 
substances;  and  (4)  strategies  for  targeting  treatment  drugs  to  the  brain  and  for  limiting  the  bioavailability  of  drugs 
of  abuse. 

12.  Human  Neuroscience 

Due  primarily  to  the  rapid  advances  in  noninvasive  brain  imaging  methodology,  it  is  now  feasible  to  scientifically  study 
the  consequences  of  drug  abuse  on  the  human  brain.  Since  most  neuroscience  research  on  drug  abuse  uses  animal  models, 
research  using  human  subjects  is  needed  to  test  the  hypotheses  generated  from  animal  data  and  to  fill  in  other  gaps  in 
our  understanding  of  drug  abuse  and  addiction  and  their  consequences.  Investigations  utilizing  human  subjects,  including 
autopsy  material,  to  study  the  consequences  and  prerequisites  of  drug  abuse  and  dependence  are  therefore  encouraged. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Grant  applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  and  will  be  accepted  at  the  standard  deadlines  as 
indicated  in  the  application  kit.  Receipt  dates  for  applications  for  AIDS-related  research  are  found  in  the  PHS  398 
(rev.  9/91)  instructions.  Application  kits  are  available  at  most  institutional  offices  of  sponsored  research,  and  may 
be  obtained  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood 
Building,  Room  449,  Bethesda,  MD  20892  (telephone  301-594-7248).  The  title  and  number  of  this  announcement  must  be  typed 
in  Item  2a  on  the  face  page  of  the  application. 

FIRST  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the  original 
application.  FIRST  applications  submitted  without  the  required  number  of  reference  letters  will  be  considered  incomplete 
and  will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grant 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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REVIEW  CONSIDERATIONS 


Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guideline.  Applications  will  be  reviewed  for 
scientific  and  technical  merit  by  review  groups  of  the  relevant  Institute  in  accordance  with  the  standard  NIH  peer  review 
procedures.  Following  scientific-technical  review,  the  applications  will  receive  a second  level  review  by  the 
appropriate  national  advisory  council.  Smalt  Grant  (ROB)  applications  do  not  receive  a second  level  review. 

AWARD  CRITERIA 

Applications  compete  for  available  funds  with  all  other  approved  applications  recommended  for  further  consideration 
assigned  to  that  Institute.  The  following  will  be  considered  in  making  funding  decisions:  quality  of  the  proposed 
projects  as  determined  by  peer  review,  program  balance  among  research  areas  of  the  announcement,  and  availability  of 
funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  answer  questions  from  potential 
applicants  is  welcome. 

The  areas  of  research  described  in  this  announcement  reflect  the  several  programmatic  interests  with  NIDA.  Direct 
inquiries  regarding  programmatic  issues  to: 

Roger  Brown,  Ph.D. 

Division  of  Basic  Research 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10A-19 
Rockville,  MD  20857 
Telephone:  (301)  443-6975 

Direct  inquiries  regarding  fiscal  or  grants  management  issues  to: 

Gary  Fleming,  J.D.,  M.A. 

Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalogue  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Section  301,  and  administered  under  PHS  grants  policies  and  Federal 
regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  the  Health  Systems  Agency  review. 

INHALANT  ABUSE  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  39,  October  29,  1993 

PA  NUMBER:  PA -94 -006 

P.T.  34;  K.W.  0404009 

National  Institute  on  Drug  Abuse 

PURPOSE 

This  program  announcement  encompasses  the  broad  research  field  of  inhalant  abuse  which  has  received  little  attention 
and  has  not  been  adequately  researched.  Prevalence  data  from  both  the  National  Institute  on  Drug  Abuse  (NIDA)  National 
Household  and  High  School  Surveys  have  identified  inhalant  abuse  as  a significant  problem  that  shows  little  evidence 
of  abatement  and  may  still  be  increasing  in  scope.  Based  on  the  general  information  available  and  the  portfolio  of 
grants  supported  by  NIDA,  this  announcement  identifies  deficiencies  in  our  knowledge  base  in  many  areas  of  research  that 
need  development.  Investigators  from  many  scientific  disciplines  are  encouraged  to  apply  either  individually  (e.g., 
as  individual  projects)  or  collectively  (e.g.,  as  a program  project). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  program  announcement.  Inhalant  Abuse 
Research,  is  related  to  the  priority  area  of  alcohol  and  other  drugs.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  research  institutions,  units  of  State  or  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign 
institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  Awards. 
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MECHANISMS  OF  SUPPORT 


Support  mechanisms  include:  research  project  grants  (R01),  small  grants  (R03),  FIRST  Awards  (R29),  and  program  projects 
(P01).  Because  the  nature  and  scope  of  the  research  proposed  in  this  program  announcement  may  vary,  it  is  anticipated 
the  size  of  an  award  will  vary  also.  For  details  on  a particular  mechanism,  contact  the  program  staff  listed  under 
INQUIRIES. 

RESEARCH  OBJECTIVES 

The  term  "inhalant  abuse"  is  used  to  describe  a variety  of  drug  abuse  behaviors  that  cannot  be  classified  by  any 
associated  pharmacology  or  toxicology,  but  only  by  the  mode  of  administration.  Inhalants  are  volatile  substances  that 
are  primarily  administered  by  inhalation,  used  for  altering  one's  mental  status.  On  this  basis,  several  subcategories 
can  be  established:  (a)  industrial  or  household  solvents,  including  paint  thinners  or  solvents,  degreasers  or  cleaning 
fluids,  gasoline,  and  volatile  substances  in  glues;  (b)  art  and  office  supply  solvents  including  correction  fluids  and 
solvents  in  magic  markers;  (c)  gases  (e.g.,  butane  and  chlorof luorocarbons)  used  in  household  or  commercial  products, 
e.g. , butane  lighters,  whipping  cream  dispensers  (nitrous  oxide),  electronic  contact  cleaners  (dusters)  and  refrigerant 
gases;  (d)  household  aerosol  propellants  in  items  such  as  paint,  hairspray,  cooking  lubricant,  and  fabric  protector 
sprays;  (e)  medical  anesthetic  gases  such  as  ether,  chloroform,  halothane,  and  nitrous  oxide;  and  (f)  aliphatic  nitrites. 
Other  inhaled  substances  not  considered  in  this  category  include  tobacco,  marijuana,  heroin,  and  "crack." 

The  practice  of  sniffing,  huffing,  bagging,  or  inhaling  to  get  high  describes  various  forms  of  inhalation  abuse.  This 
area  has  been  reviewed  recently  (Inhalant  Abuse:  A Volatile  Research  Agenda,  NIDA  Monograph  129,  1992).  Prevalence 
of  inhalant  and  other  drug  use  is  chronicled  in  the  National  High  School  Senior  and  Household  Surveys  (1991).  Both 
publications  are  available  by  request  from  the  National  Clearinghouse  for  Alcohol  and  Drug  Information,  P.0.  Box  2345, 
Rockville,  MD  20852,  (800)  729-6686. 

Research  Areas  of  Interest 

I.  Etiology 

Research  is  needed  to  determine  the  bases  for  the  initiation  and  development  of  inhalant  dependency  and  includes 
communi ty- based  and  longitudinal  and  cultural  studies  with  matched  controls. 

Studies  could  focus  on  how  such  factors  as  lack  of  family  support,  family  violence,  lack  of  role  models,  poor  parental 
supervision,  parental  drug  use,  breakdown  of  the  extended  family  system,  association  with  different  peer  groups  and  the 
socio-economic  status  affect  initiation,  continuation,  escalation,  and  cessation  of  inhalant  use  among  individuals  at 
risk  of  using  drugs,  particularly  minority  youth . 

Studies  are  encouraged  that  focus  on  cultural  values  and  attitudes  toward  inhalant  use,  acculturation  related  stress, 
or  loss  of  cultural  identification  of  minority  individuals,  of  the  existence  of  subcultures  of  inhalant  use, 
crosscut tura l etiology  (local,  endemic  or  worldwide),  drug  availability  and  distribution  networks,  recreational  and 
employment  opportunities,  negative  social  sanctioning  and  attitudes  within  society,  gangs,  religion,  and  empowerment 
on  the  use  of  inhalants  should  be  considered. 

Studies  of  the  impact  of  psychological,  developmental,  and  psychopathologies l factors,  influence  of  low  self-esteem, 
depression,  aggressive  behavior,  coping  styles,  or  the  opposite  factors  that  establish  resiliency  and  protection  for 
those  high-risk  minority  children  who  do  not  abuse  drugs  such  as  inhalants  are  relevant.  Such  studies  might  lead  to 
the  early  identification  of  those  at  risk  of  inhalant  use  or  identify  motivating  factors  responsible  for  the  cessation 
of  inhalant  use.  Also  important  are  studies  on  the  role  of  criminal  activity  (including  deviance  and  rebelliousness) 
in  inhalant  users,  the  etiological  relationship  between  inhalant-using  youth  and  learning  disabilities  and  the 
exploration  of  the  distinct  age  patterns  displayed  by  solvent  users. 

There  are  associations  between  specific  occupations  or  occupational  settings  and  inhalant  abuse  that  need  study.  Also, 
does  alcohol  and  lack  of  use  of  protective  devices  (e.g.,  respirators)  in  occupational  settings  or  other  occupational 
parameters  relate  to  workers'  abuse  of  volatile  substances? 

II.  Epidemiology 

Studies  are  needed  to  provide  a definitive  understanding  of  the  patterns  and  prevalence  of  inhalant  use  among  high-risk 
minority  youth,  school  dropouts,  gang  members,  children  of  drug  users,  and  homeless  youth. 

These  studies  should  focus  on  the  emotional,  physical,  and  economic  status  of  individuals,  their  families,  and 
communities;  the  interrelationship  between  inhalant  abuse  and  violence;  the  dynamics  associated  with  different 
consequences  relative  to  inhalant  abuse;  identification  of  disease  states  related  to  inhalant  exposure;  bases  for  endemic 
patterns  of  abuse  and  diminished  use  of  various  solvents;  and  ethnographic  studies  of  the  users'  values,  beliefs, 
routines,  and  consequences  of  their  solvent-using  behaviors  relative  to  solvent  abuse. 

III.  Prevention  Intervention 

Inhalant  abuse  intervention  research  scientifically  approaches  the  causes,  onset,  and  progression  of  inhalant  use  in 
order  to  design,  develop,  and  test  theory-based  prevention  interventions  focused  upon  the  individual,  family,  peer  group, 
and  community  (school,  workplace,  neighborhood).  These  studies  may  focus  on  identifying  early  childhood  behaviors  and 
characteristics  of  high-risk  inhalant  abusers  such  as  attention  deficit  disorders,  conduct  disorders,  hyperactivity, 
and  learning  deficits. 

Primary  goals  of  intervention  research  are  to  develop  a scientifically  sound  knowledge  base  concerning  the  efficacy  and 
effectiveness  of  inhalant  abuse  prevention  policies  and  programs,  and  develop  and  test  innovative  intervention 
strategies. 
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IV.  Treatment 


Treatment  of  inhalant  abuse,  especially  solvent  abuse,  has  not  been  adequately  studied.  Therefore,  investigators  should 
give  increased  attention  to  improving  existing  therapeutic  approaches  or  to  developing  new  strategies.  Studies  should 
focus  on  treatment  designed  specifically  for  adolescents,  chemically  dependent  pregnant  women,  high-risk  individuals, 
individuals  with  co-occurring  medical  and/or  mental  disorders,  and  those  involved  in  criminal  activities.  Investigators 
should  scientifically  evaluate  counseling,  psychotherapy,  family  and  group  therapy,  social  skills  training,  acupuncture 
and  medication  as  approaches  to  the  treatment  of  inhalant  abuse  dependency  and  correlative  medical  consequences. 

Outreach  strategies,  alone  and  in  combination  with  extensive  case  management,  should  be  examined  in  terms  of  enlisting 
and  maintaining  inha l ant -dependent  persons  in  treatment  and  rehabilitation  programs.  Related  research  might  also  examine 
the  form  and  extent  to  which  professional,  political,  economic,  and  administrative  factors  relate  to  the  accessibility 
and  effectiveness  of  therapeutic  programs  and  supportive  services  that  are  already  available.  Additionally,  research 
should  be  directed  toward  developing  screening  techniques,  biological  (e.g.,  brainstem  evoked  responses)  and  other 
measures,  such  as  those  based  on  self-report  and  diagnostic  tools  related  to  criteria  specific  to  inhalant  abuse  and 
dependency.  Other  studies  should  identify  pre-existing  and  co-existing  neurobio logical , psychosocial,  and  environmental 
factors  that  significantly  impact  on  treatment  outcomes. 

V.  Clinical  and  Laboratory 

Several  medical  sequelae  have  been  correlated  with  inhalant  abuse,  including  hearing  loss,  neurological  degeneration, 
metabolic  acidosis,  and  loss  of  cerebellar  function.  Further  research  needs  to  evaluate  the  medical  sequelae  and 
neuropsychological/neuropsychiatric  consequences  of  inhalant  use  incorporating  epidemiologic,  clinical,  and  natural 
history  approaches;  evaluate  associated  learning  difficulties  as  both  a cause  and  a consequence  of  inhalant  use;  develop 
improved  methods  of  detecting  and  differentiating  different  types  of  inhalant  use,  especially  long-term  use,  through 
laboratory  and  self-report  methods;  develop  improved  methods  of  detecting  and  treating  medical  conditions  associated 
with  inhalant  abuse;  clarify  the  role  of  psychiatric  disorders  as  both  a cause  and  a consequence  of  inhalant  abuse,  and 
improve  the  methods  of  evaluating  the  physiological  effects  of  inhalants  in  human  subjects,  such  as  more  sensitive 
neuropsychological  batteries  and  related  techniques  that  allow  differentiating  the  effects  of  inhalants  from  other  drugs 
and  conditions. 

There  are  a wide  variety  of  substances  in  various  products  that  are  being  abused.  Animal  studies  of  these  substances 
should  be  correlated  with  human  studies  identifying  various  clinical  syndromes  including:  measures  of  acute  and 
long-term  irreversible  neurological  effects;  correlating  the  pharmacodynamics  with  the  distribution  and  bioavailability 
of  abused  solvents  and  their  metabolites  in  animals  and  humans,  multi -solvent  interaction,  and  of  in  utero  exposure 
(fetal  toxicity),  which  mimics  conditions  of  human  pregnancy.  Experimental  animal  and  prospective  human  studies  should 
also  include  the  evaluation  of  lethal  toxicity  (especially  cardiac  sensitization),  neurotoxicity  (e.g.  seizures)  and 
other  neurological  measures  (e.g.,  brainstem  evoked  responses  or  BAER'S)  combined  with  neuroimaging  techniques  (e.g., 
PET,  SPECT,  and  EMIT)  and  morphological  (human  post-mortem  tissues  analyses)  and  determine  the  physical  and/or 
psychological  dependence  of  various  inhaled  substances.  Etiologic  studies  may  draw  on  previous  cohorts  and  use  those 
controls  who  subsequently  become  inhalant  abusers. 

Studies  of  interest  also  include  animal  and  human  behavioral  experiments  of  inhalant  exposure  on  learning  and 
performance,  including  those  identifying  associated  neurologic  systems  and  basic  mechanisms  of  action  underlying  these 
actions.  This  includes  measures  of  cognitive  and  neurological  determinants  that  initiate  or  moderate  long-term  use  of 
inhalants  in  humans,  behavioral  indices  of  both  acute  and  chronic  inhalant  exposure,  (e.g.,  operant  behavioral,  learning 
versus  performance,  and  avoidance  conditioning  [and  learning/discrimination  or  memory]  tasks),  drug-discrimination 
studies  to  compare  subjective  (user  experienced)  effects  and  brain  electrical  self-stimulation. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 
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For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for  AIDS-related  research 
are  found  in  the  PHS  398  (rev.  9/91)  instructions. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grant  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
HD  20892,  telephone  (301)  594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face 
page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  referral  guidelines.  Applications  will 
be  reviewed  for  scientific  and  technical  merit  by  initial  review  groups  in  accordance  with  the  standard  NIH  peer  review 
procedures.  Following  the  scientific/  technical  review,  the  applications  will  receive  a second- level  review  by  the 
appropriate  national  advisory  council.  Small  grant  applications  (R03)  do  not  receive  a second-level  review. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
in  making  funding  decisions: 

o Quality  of  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

The  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  is  encouraged. 

Direct  inquiries  regarding  programmatic  issues  to: 

Charles  Sharp,  Ph.D 
Division  of  Basic  Research 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10A-31 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-1887 

Direct  inquiries  regarding  fiscal  matters  to: 

Gary  Fleming,  J.D.,  M.A. 

Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-55 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act  Section  301  (42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  Title  45  CFR  part  74  & 92,  "Administration  of 
Grants,"  and  45  CFR  Part  46,  "Protection  of  Human  Subjects."  Title  42  CFR  Part  2 "Confidentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records"  may  also  be  applicable  to  these  awards.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review.  Sections  of  the  Code  of  Federal 
Regulations  are  available  in  booklet  form  from  the  U.S.  Government  Printing  Office.  Awards  must  be  administered  in 
accordance  with  the  PHS  Grants  Policy  Statement  (rev  10/90)  available  from  most  offices  of  sponsored  research. 
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SURVEY  RESEARCH  OM  DRUG  USE  AND  ASSOCIATED  BEHAVIORS 


N 1 H GUIDE.  Volume  22,  Number  39,  October  29,  1993 

PA  NUMBER:  PA-94-007 

P.T.  34;  K.W.  0404009,  0404000 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  encouraging  research  on  the  epidemiology  of  drug  use,  including  survey 
design  and  methodological  issues  as  they  relate  to  surveys  of  drug  use.  Specifically,  this  program  announcement  invites 
research  applications  in  any  of  the  following  areas:  (1)  secondary  analysis  using  state-of-the-art  statistical 
methodologies  and  existing  drug  use  research  data  bases  to  enhance  our  knowledge  of  the  epidemiology  of  drug  use, 
including  prevalence,  trends,  patterns,  incidence,  risk  and  protective  factors,  natural  history,  consequences,  treatment, 
and  co-morbidity  factors  of  drug  use;  (2)  research  leading  toward  improved  survey  design  methods  for  conducting  surveys 
of  drug  use  or  estimating  drug  use  outcomes  from  new  surveys  or  existing  databases;  and  (3)  survey  research  of  hard  to 
enumerate  or  underserved  population  groups  (particularly  those  inadequately  sampled  in  epidemiological  surveys)  such 
as  the  homeless,  criminally- involved,  and  runaways. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Survey 
Research  on  Drug  Use  and  Associated  Behaviors,  is  related  to  the  priority  area  of  alcohol  and  other  drug  abuse. 
Potential  applicants  may  obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report: 
Stock  No.  017-001  -00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS: 

Applications  may  be  submitted  by  foreign  and  domestic  organizations,  by  public,  private,  or  non-profit  agencies  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  First  Independent  Research  support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISM  OF  SUPPORT 

Support  mechanisms  include  research  project  grants  (ROD,  small  grants  (R03),  FIRST  (R29)  awards  (R29).  Because  the 
nature  and  scope  of  the  research  proposed  in  response  to  this  program  announcement  may  vary,  it  is  anticipated  that  the 
size  of  an  award  will  also  vary.  For  details  on  a particular  support  mechanism,  contact  the  appropriate  staff  listed 
under  INQUIRIES. 

RESEARCH  OBJE-.  l IVES 

Summary 

Investigation  nto  the  nature  and  extent  of  drug  use  behavior  as  well  as  improving  the  measurement  of  drug  use  continues 
to  be  a priority  res<  arch  area  at  the  NIDA.  Another  focus  of  NIDA  is  to  enhance  and  expand  the  study  of  the  etiology 
and  epidemiology  of  vug  use  through  secondary  analysis;  to  foster  the  development  of  methodological  improvements  to 
the  sample  design,  data  collection,  measurement,  and  analysis  of  data  from  drug  surveys;  and  to  conduct  special 
population  studies  exploring  drug  use  patterns  among  subgroups  that  are  not  included  or  are  underrepresented  in  major 
national  epidemiological  drug  surveys. 

Secondary  Analysis 

There  is  a continuing  need  for  secondary  analyses  of  major  national  data  sets  containing  drug  use  data,  for  integrated 
analyses  that  draw  together  data  from  multiple  sources  to  address  a particular  set  of  issues,  and  for  secondary  data 
analyses  of  other  drug  studies  that  will  add  to  our  knowledge  of  drug  epidemiology.  Topics  of  interest  include,  but 
are  not  restricted  to:  identification  of  predictors  of  drug  use  initiation,  progression,  and  cessation;  and 

investigation  of  relationships  between  drug  use  and  criminal  behaviors,  treatment  utilization,  and  adverse  health 
consequences,  and  comorbid  or  related  behaviors.  Additional  topics  of  interest  are:  comparison  of  drug  users  with  those 
who  are  drug  abusers  or  drug  dependent,  prediction  of  epidemic  cycles,  the  study  of  factors  associated  with  local  use 
patterns  and  geographic  spread,  the  investigation  of  relationships  between  user  characteristics  and  drugs  of  choice, 
the  use  of  substitute  or  synthetic  drugs,  combination  drug  use,  studying  the  characteristics  of  users  with  "successful" 
outcomes  such  as  high  socioeconomic  status  (SES)  or  good  grades,  and  examining  the  attributes  of  non-users  who  live  in 
neighborhoods  where  many  users  reside.  Research  applications  that  involve  the  integration  of  several  data  sets  are 
highly  encouraged,  as  are  applications  that  involve  the  refinement  or  development  of  new  statistical  models  or  new 
applications  of  existing  state-of-the-art  statistical  techniques. 

Some  of  the  available  files,  such  as  those  from  the  National  Household  Survey  on  Drug  Use  (NHSDA)  and  Monitoring  the 
Future  (MTF)  Study,  contain  a large  number  of  cases  and  cover  a broad  range  of  topics  on  drug  use  patterns,  consequences, 
and  related  attitudes  and  behaviors.  The  University  of  Michigan's  Inter-University  Consortium  for  Political  and  Social 
Research  (1CPSR)  archives  a number  of  these  data  sets,  including  the  NHSDA  and  MTF,  and  makes  them  available  to  the 
public.  Additional  data  sets  with  items  related  to  drug  use  are  available  by  contacting  the  responsible  Government 
agencies  (e.g. , the  National  Center  for  Health  Statistics,  the  Bureau  of  Labor  Statistics).  Principal  Investigators 
o'  prior  drug-related  research  studies  may  make  their  data  sets  available  for  secondary  analysis.  Applications  proposing 
secondary  data  analyses  must  ensure  access  to  and  the  suitability  of  data  sources  to  evaluate  the  proposed  hypotheses. 
Iv  necessary,  SAAB  staff  can  provide  guidance  in  obtaining  access  to  the  data. 
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Methodological  Research 


The  sensitivity  of  collecting  data  on  drug  use  has  always  made  validity  and  reliability  important  issues.  There  is  a 
critical  need  for  studies  to  evaluate  current  survey  methods,  to  assess  the  validity  of  survey  data,  and  to  develop  and 
test  improved  methods  of  sampling,  data  collection  (including  questionnaire  design),  estimation,  and  analysis.  There 
continues  to  be  a need  to  develop  and  refine  survey  procedures  to  enhance  respondents'  cooperation  rates  and  willingness 
to  report  honestly  about  their  illicit  drug  use  behavior.  Since  self-report  methods  will  probably  continue  to  provide 
the  most  reasonable  and  most  cost-effective  method  of  large-scale  data  gathering  on  drug  use,  it  would  be  beneficial 
to  develop  methods  of  improving  the  validity  and  reliability  of  self-reporting. 

Although  research  generally  suggests  that  self-report  techniques  provide  valid  estimates  of  drug  use  prevalence,  some 
recent  validity  studies  have  questioned  the  accuracy  of  self-report  (Rouse,  Kozel,  and  Richards,  1985;  Wish,  1988; 
Mieczowski,  1990,  McNagny  and  Parker,  1992,  etc.).  There  are  two  basic  types  of  validity  studies:  comparative  studies 
and  criterion  studies.  Comparative  studies  of  validity  compare  rates  for  specific  reported  behaviors  (across  studies) 
to  assess  the  relative  validity  of  different  methodologies.  Criterion  validity  studies  use  a criterion  such  as  a 
biological  measure  (e.g.,  urinalysis  or  hair  sampling)  to  validate  the  self-report.  In  criterion  studies,  care  must 
be  taken  to  fully  understand  the  limitations  of  the  validation  technique  presumed  to  be  a superior  standard  to  which 
self-report  can  be  compared.  Other  ways  to  check  the  validity  of  self-report  may  include  the  use  of  key  informants 
knowledgeable  about  the  respondent's  behavior,  institutional  systems  of  records,  and  debriefing  interviews  in  which 
respondents  are  asked  how  honestly  they  responded  to  questions  on  drug  use. 

Experimental  manipulations  of  various  survey  conditions  and  situational  factors  may  help  identify  the  techniques  that 
result  in  the  most  valid  data.  For  example,  possible  survey  conditions  that  could  be  manipulated  include  degree  of 
privacy,  anonymity  and  confidentiality  assurances,  mode  of  administration,  setting,  interviewer  approach,  questionnaire 
structure  and  length,  remuneration,  context  of  drug  use  questions,  etc.  Issues  such  as  examining  the  reliability  and 
validity  of  criteria  used  to  assess  drug  dependence  (such  as  DSM-IIIR  or  DSM-IV)  are  also  of  interest.  Also,  methods 
such  as  CAPI  (computer  assisted  personal  interview)  and  audio-CASI  (computer  assisted  self-interview),  and  randomized 
response  need  exploration. 

Estimation  and  sampling  methods  that  could  be  developed  or  improved  upon  include:  population  modeling  to  improve 
estimates  of  drug  use  incidence,  multiple  frame  sampling  and  estimation,  the  nominative  technique,  multiple  recapture 
sample  designs  (including  trap  mechanisms  and  tag  methods),  field  procedures  to  estimate  the  population  prevalence  of 
licit  or  illicit  substance  use,  regression  models  to  estimate  the  prevalence  of  the  frequent  use  of  heroin  or  cocaine 
(or  other  substances,  either  licit  or  illicit),  and  model-based  estimation  or  use  of  mapping  and  geocoding  procedures 
for  developing  local  area  estimates.  Another  area  of  interest  is  the  development  and  testing  of  new  cost-effective 
sampling  and  data  collection  methods  that  improve  extended  recall,  increase  response  rates,  improve  estimation 
procedures,  and  decrease  the  total  mean  square  error  of  the  estimates.  Methodological  research  on  any  of  the  above  areas 
could  be  performed  by  conducting  new  surveys  to  obtain  information  or  through  the  use  of  secondary  data  analysis. 

Special  Population  Surveys 

There  continues  to  be  a paucity  of  research  on  the  patterns,  causes,  and  consequences  of  drug  use  among  persons  who  are 
"underserved"  and/or  "hard  to  enumerate,"  ethnic/racial  minority  groups,  or  individuals  belonging  to  high-risk 
populations.  Many  populations  that  are  at  a high  risk  of  drug  use  and  the  resulting  adverse  social  and  medical 
consequences  are  also  disadvantaged  and  disenfranchised.  Examples  of  such  populations  include  the  homeless,  transient 
persons,  the  chronic  mentally  ill,  juvenile  delinquents,  school  dropouts,  emancipated  foster  care  youngsters,  and 
runaways.  Nonhousehold  and  hard-to-reach  populations,  and  persons  from  inner  cities  who  are  unaffiliated  and 
precariously  housed  tend  to  be  excluded  from  large  national  probability  surveys  because  they  are  not  captured  in  the 
sampling  frames  used  by  these  surveys.  In  addition  to  the  poorest  segments  of  our  society,  there  are  many  other 
population  subgroups  which  may  be  vulnerable  to  drug  use.  Other  interesting  population  groups  would  be:  selected 
occupational  groups  (e.g.,  construction  workers);  persons  with  disabilities;  gay,  lesbian,  and  bisexual  individuals; 
and  elementary  school  children. 

Most  surveys  that  include  substance  use  focus  on  different  population  groups.  A major  area  of  interest  is  the 
identification  and  documentation  of  overlaps  in  coverage,  underrepresented  groups,  and  populations  not  covered  by  any 
major  survey.  For  example,  many  school  surveys  do  not  include  dropouts  or  students  with  high  rates  of  absenteeism  who 
might  have  been  missing  on  the  day  of  the  data  collection. 

Emphasis  should,  in  part,  be  on  the  developmental  application  of  new  or  more  effective  sampling  procedures  and  data 
collection  methods  for  the  special  population  of  interest,  and  on  the  proposal  of  appropriate  estimation  and  analysis 
procedures. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

Applications  for  grants  and  cooperative  agreements  that  involve  hunan  subjects  are  required  to  include  minorities  and 
both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease, 
disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women 
in  studies  of  disease,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  applies  to  all 
research  involving  human  subjects  and  human  materials,  and  applies  to  males  and  females  of  all  ages.  If  one  gender 
and/or  minorities  are  excluded,  or  are  inadequately  represented  in  this  research,  particularly  in  proposed 
population-based  studies,  a clear  compelling  rationale  for  exclusion  or  inadequate  representation  should  be  provided. 
The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  groups,  together 
with  a rationale  for  its  choice.  In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial\ethnic  minority  populations  (i.e.,  American  Indians  or  Alaskan 
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Natives,  Asians  or  Pacific  Islanders,  Blacks,  Hispanics).  Investigators  must  provide  the  rationale  for  studies  on  single 
minority  population  groups. 

Applications  for  support  of  research  involving  hunan  subjects  must  employ  a study  design  with  minority  and/or  gender 
representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.),  appropriate  to  the  scientific  objectives 
of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide  statistical  power  to  answer  the 
questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however,  whenever  there  are  scientific  reasons 
to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups,  with  regard  to  the  hypothesis  under 
investigation,  applicants  should  include  an  evaluation  of  these  sex  and  minority  group  differences  in  the  proposed  study. 
If  adequate  inclusion  of  one  gender  and/or  minorities  is  impossible  or  inappropriate  with  respect  to  the  purpose  of  the 
research,  because  of  the  health  of  the  subjects  or  other  reasons,  or  if  in  the  only  study  population  available,  there 
is  a disproportionate  representation  of  one  sex  or  minority/majority  group,  the  rationale  for  the  study  population  must 
be  well  explained  and  justified. 

The  NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements  or  contracts  that  do  not  comply  with 
this  policy.  For  research  awards  which  are  covered  by  this  policy,  awardees  will  report  annually  on  the  enrollment  of 
women  and  men  and  on  the  race  and  ethnicity  of  the  subjects. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for  AIDS-related  research 
are  found  in  the  PHS  398  (rev.  9/91)  instructions.  Application  kits  are  available  at  most  institutional  offices  of 
sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  The  title  and  number 
of  this  announcement  must  be  typed  in  Item  2a  on  the  face  page  the  application. 

FIRST  (R29)  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the 
original  application.  FIRST  applications  submitted  without  the  required  number  of  reference  letters  will  be  considered 
incomplete  and  will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  of  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications.  Applications  will  be 
assigned  in  accordance  with  established  Public  Health  Service  referral  guidelines  and  will  be  reviewed  by  an  initial 
review  group  (IRG)  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH  peer  review  procedures. 

Following  scientific-technical  review,  the  applications  will  receive  a second-level  review  by  the  appropriate  national 
advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
in  making  funding  decisions: 

o Quality  of  the  project  as  determined  by  peer  review 
o Availability  of  Funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  strongly  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Arthur  Hughes  or  Andrea  Kopstein 

Division  of  Epidemiology  and  Prevention  Research 

National  Institute  on  Drug  Abuse 

Parklawn  Building,  Room  9A-53 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-6637 

Direct  inquiries  regarding  fiscal  matters  to: 

Gary  Fleming,  J.D.,  M.A. 

Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  8A-54 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.273.  Awards  are  made  under  the  authority 
of  Section  301  of  the  Public  Health  Service  Act  as  amended  (42  USC  241).  Federal  regulations  at  42  CFR  Part  52,  "Grants 
for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic  requirements  concerning  the  administration  of  grants, 
are  applicable  to  these  awards.  The  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 

SCIENCE  EDUCATION  DRUG  ABUSE  PARTNERSHIP  AWARD 

NIH  GUIDE.  Volune  22,  Number  39,  October  29,  1993 

PA  NUMBER:  PAR-94-008 

P.T.  34;  K.W.  0404009,  0502011 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  support  the  development  of  model  programs  and  materials  that  engage 
working  scientists  in  enhancing  public  understanding  of  research  related  to  drug  abuse  and  encourage  young  people  to 
enter  careers  in  science,  particularly  drug  abuse  research.  The  award  provides  support  to  institutions  to  develop  a 
program  of  activities  designed  to  educate  elementary  and  secondary  students  and/or  the  general  population  about  science 
related  to  drug  abuse  and  addiction.  The  intended  focus  is  on  topics  not  well  addressed  in  existing  efforts  by 
educational,  community  or  media  activities. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Science 
Education  Drug  Abuse  Partnership  Award,  is  primarily  related  to  the  priority  area  of  alcohol  and  other  drugs.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000:  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and  private  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government  and  other  organizations  engaged  in  the  conduct  of,  or  concerned  about,  science  education. 
Applications  from  educational  institutions  with  significant  minority  enrollment  and  from  Principal  Investigators  who 
are  women  or  minority  group  members,  are  especially  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  announcement  is  the  education  project  grant  (R25).  In  fiscal  year  1994,  it 
is  estimated  that  $750,000  will  be  available  to  support  three  to  five  new  grants  under  this  announcement.  Annual  direct 
cost  requests  for  the  proposed  activities  are  expected  to  range  from  approximately  $50,000  to  $200,000. 

RESEARCH  OBJECTIVES 

Historically,  the  National  Institute  on  Drug  Abuse  (NIDA)  has  had  difficulties  in  attracting  young  people  to  the  drug 
abuse  research  field.  Furthermore,  the  general  public  has  a poor  understanding  of  the  necessity  for  and  value  of  drug 
abuse  research.  While  these  are  issues  for  many  research  areas,  they  are  particularly  evident  in  the  drug  abuse  research 
area.  It  is  anticipated  that  by  the  next  century  there  will  be  a shortage  of  scientists  in  many  research  areas  and  the 
field  of  drug  abuse  research  will  be  particularly  hard  hit  by  this  unless  young  people  are  attracted  to  this  discipline 
now.  Without  an  adequate  supply  of  drug  abuse  researchers,  it  will  be  impossible  to  continue  to  make  advances  in  the 
ability  to  treat  and  eliminate  drug  abuse  and  addiction. 

It  is  also  critical  that  the  need  for  a scientifically  literate  society  that  understands  the  role  of  science,  biology, 
and  technology,  particularly  as  it  relates  to  drug  abuse  research,  be  addressed.  There  is  a lack  of  public  understanding 
of  behaviors  that  increase  the  risk  for  drug  abuse,  the  use  of  animals  in  behavioral  and  biomedical  research,  and  the 
necessity  for  basic  research  to  make  progress  toward  improving  health.  Drug  abuse  research  is  poorly  understood  and 
consequently,  unlike  other  research  disciplines,  is  stigmatized.  Furthermore,  there  is  substantial  misunderstanding 
about  the  nature  of  addiction  as  a biologically  based  brain  disorder.  Although  research  indicates  that  drug  addiction 
is  a biological  illness,  it  is  still  frequently  viewed  as  a moral  failing.  Not  only  is  this  true  among  the  general 
public,  but  it  is  also  common  among  many  scientists  and  professionals.  It  is  imperative  that  these  groups  be  educated 
on  the  biology  of  drug  addiction.  The  general  public  and  school  children  would  receive  accurate  information  through 
materials  developed  through  Science  Education  Drug  Abuse  Partnership  Awards  (SEDAPA)  grants,  whereas  scientists  and 
professionals  would  be  educated  through  their  participation  in  the  grant  program. 

To  help  address  these  issues,  the  NIDA  is  initiating  the  Science  Education  Drug  Abuse  Partnership  Award  (SEDAPA)  Program. 
To  address  the  goals  of  the  SEDAPA  Program,  proposed  science  education  projects  should  be  developed  for  students  at  the 
kindergarten  through  12th  grade  levels  and/or  for  the  general  lay  public.  Programs  aimed  at  school  children  should 
convey  the  scientific  process  in  a way  that  makes  science  fun  and  interesting  for  the  students  and  that  captures  their 
enthusiasm  for  science.  Programs  aimed  at  the  general  population  should  be  directed  to  increasing  their  knowledge  of 
scientific  terms,  concepts,  and  reasoning  and  their  ability  to  understand  scientific  public  policy  issues.  To  gain 
maximum  benefit  from  the  program,  priority  will  be  given  to  projects  that  are  innovative,  have  the  potential  to  be 
replicated  for  widespread  use,  and  build  on  existing  science  education  programs  whenever  possible.  Because  of  the  need 
of  minorities  and  women  for  accurate,  science-based  information  on  health  promotion  and  disease  prevention,  programs 
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that  support  science  education  for  the  special  needs  of  underrepresented  groups  are  encouraged.  Programs  aimed  at 
specific  ethnic  or  racial  groups  must  be  culturally  appropriate  to  the  group. 

Description  of  the  Program.  The  SEDAPA  is  designed  to  involve  scientists  in  the  development  of  science  education 
programs  for  students  at  the  kindergarten  through  12th  grade  (K-12)  level  and  for  the  general  population.  NIDA  seeks 
the  development  of  model  programs,  therefore  priority  will  be  given  to  applications  with  the  potential  for  widespread 
use  and  replication  and  which  do  not  duplicate  existing  programs. 

Much  science  education  activity  does  not  emphasize  health;  lack  of  attention  to  the  scientific  knowledge  needed  for 
understanding  drug  abuse  is  even  more  evident.  NIDA  is  especially  interested  in  programs  that  focus  on  the  brain  and 
its  relation  to  addiction,  including  the  causes  and  the  effects  of  abusing  drugs.  Because  of  this  specific  substantive 
focus,  applicants  are  encouraged  to  build  upon  existing  programs  and  resources  for  science  education  rather  than  to 
create  wholly  new  programs. 

Because  of  their  under- representation  among  scientists  and  the  special  needs  of  many  minority  group  members,  NIDA  will 
give  priority  to  programs  that  seek  to  reach  female  and  minority  populations. 

Programmatic  activities  described  must  increase  science  literacy  and  understanding  among  school  age  children  (K-12), 
or  in  the  general  population.  The  activities  may  include,  but  are  not  limited  to,  the  following  types: 

o Provide  training,  resources,  and  support  for  scientists  in  speaking  to  student,  general  adult,  teacher,  or 
organization  audiences. 

o Preparation  and/or  presentation  of  media  programs  on  science.  These  may  include  television,  radio,  motion  pictures 
(including  videotape  and  videodisc),  newspaper  articles,  magazine  articles,  books  aimed  at  the  general  student  or  general 
adult  population,  experiments,  computer  software,  or  other  written,  electronic,  or  audio-visual  presentations  designed 
to  educate  about  science. 

o Preparation  of  programs  in  settings  designed  to  educate  the  public  about  science.  These  may  be  in  museums,  shopping 
centers,  public  buildings,  schools,  science  fairs,  or  any  other  suitable  place  that  is  open  to  the  public  or  to  a segment 
of  it. 

o Organizing  and  conducting  programs  to  provide  for  mentorships  for  students  (at  any  level(s)  from  the  middle  elementary 
through  the  high  school  years)  wishing  to  learn  more  about  science.  This  activity  may  be  in  formal  school  settings  or 
may  be  in  community  settings.  The  activity  may  provide  for  qualified  persons  who  serve  as  teachers,  as  resource  persons, 
or  as  consultants.  Such  activities  might  include  working  with  gifted  and  talented  programs  or  setting  up 
uni  vers i ty- based  programs  for  high  school  students  with  local  school  systems. 

o Providing  scientific  and/or  educational  consulting  to  groups  or  organizations  in  activities  consistent  with  the 
purposes  of  this  award  in  areas  where  there  is  a demonstrated  lack  of  suitable  materials.  Documentation  of  the  need 
for  such  curriculum  development  must  be  included  in  the  application. 

The  description  of  the  program  must  contain  the  following  elements: 

o Specific  goals  to  be  achieved. 

o Specific  description  of  the  activities  to  be  completed,  with  discussion  of  how  these  activities  can  accomplish  the 
stated  goals. 

o A description  of  steps  to  be  taken  to  (l)  document  the  activities  pursued  and  (2)  assess  whether  or  not  the  activities 
followed  were  successful  in  achieving  their  stated  objectives. 

o A description  of  the  applicant  institution's  commitment  to  the  SEDAPA  program  including  (l)  a discussion  of  the 
incentives  that  would  be  offered  to  individuals  who  elect  to  participate  and  (2)  a discussion  of  institutional  resources 
that  would  be  devoted  to  the  program.  Such  incentives  might  include:  the  awarding  of  sabbaticals,  time  released  from 
other  duties,  or  special  recognition  to  individuals  to  permit  them  to  participate  in  the  program.  Institutional 
resources  might  include:  office  and  workshop  space,  computer  facilities,  and  administrative  and  technical  services. 

o A statement  of  the  applicant  institution's  capabilities,  and  experiences  that  are  relevant  to  the  stated  goals. 

o The  name  of  a Program  Director  with  a discussion  of  the  person's  qualifications  for  the  position;  a resume  should 
be  included. 

o Identification  of  particular  scientists  and  educational  experts  who  would  participate  in  the  development  or  delivery 

of  the  program,  or  a discussion  of  how  suitable  people  for  these  tasks  will  be  located  and  recruited  for  the  program. 

Types  of  scientists  might  include,  neuroscientists,  pharmacologists,  physiologists,  psychologists,  chemists,  biologists, 
and  epidemiologists. 

o A focus  on  conveying  the  importance  of  the  responsible  use  of  animals  in  research. 

o A focus  on  topics  not  well  addressed  through  existing  efforts  by  educational,  community  or  media  activities  in  the 

geographic  areas(s)  that  the  program  is  to  reach. 

o Letters  stating  their  commitment  to  the  project  from  agencies,  groups,  or  persons  whose  cooperation  is  important  to 
the  achievement  of  the  stated  purpose,  such  as  school  officials,  museum  boards,  television  station  directors,  newspaper 
or  magazine  editors,  or  community  group  leaders. 
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STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Hunan  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  hunan  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301/594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Item  2a  of  face  page  of  the 
application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
Westwood  Building,  Room  240 
5333  Westbard  Avenue 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  a review  group  convened  by  the  NIDA  in  accordance 
with  standard  peer  review  procedures.  The  following  review  criteria  apply: 

1.  Merit  of  the  approach: 

o The  originality  of  the  proposed  model  program. 

o The  educational  and  scientific  merit  of  the  proposed  program  design, 
o Relevance  to  improvement  of  scientific  literacy  in  the  behavioral/biomedical  sciences. 

2.  Significance: 

o The  importance  of  the  specific  educational  goals  to  be  achieved  for  the  identified  target  population. 
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o The  degree  to  which  the  proposed  program  is  likely  to  serve  as  a model  for  other  organizations  engaged  in  similar 
science  education  activities. 

o Evidence  that  the  proposed  program  will  fill  a current  void  or  unmet  need. 

o Adequacy  of  the  applicant's  plans  to  document,  evaluate,  and  disseminate  the  model  developed  under  the  SEDAPA. 

3.  Feasibility: 

o Feasibility  of  the  proposed  model  program. 

o Adequacy  of  the  documentation  presented  that  demonstrates  that  the  program  will  be  effective  in  accomplishing  the 
stated  goals. 

o The  degree  of  evidenced  involvement  of  and  cooperation  among  the  scientific,  educational,  and  other  partners  who  will 
plan  and  conduct  the  project. 

4.  Personnel  and  resources: 

o Appropriateness  and  adequacy  of  the  proposed  budget. 

o Qualifications  of  the  proposed  project  personnel,  including  the  Principal  Investigator,  and  scientists,  educators, 
and  others,  to  design  and  carry  out  the  specific  program  proposed. 

o Suitability  of  the  proposed  applicant  and  cooperating  organizations'  facilities,  resources,  experience  in  similar 
activities,  and  commitment  to  achieve  the  specific  goals  of  the  proposed  program. 

Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial  review.  Applications  will 
receive  a second-level  review  by  an  appropriate  National  Advisory  Council,  whose  review  may  be  based  on  policy 
considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  further  consideration  by  the  Council  may 
be  considered  for  funding. 

AUARD  CRITERIA 

The  following  will  be  considered  in  making  funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer 
review;  availability  of  funds;  and  program  balance  among  various  types  of  projects  and/or  geographic  distribution  in 
the  United  States  and  its  territories.  Consideration  will  also  be  given  to  focus  on  reaching  minority  and/or  female 
populations. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Cathrine  A.  Sasek,  Ph.D. 

Office  of  Science  Policy,  Education  and  legislation 

National  Institute  on  Drug  Abuse 

5600  Fishers  Lane,  Room  10A-55 

Rockville,  MD  20857 

Telephone:  (301)  443-6071 

Direct  inquiries  regarding  fiscal  issues  to: 

Gary  Fleming,  J.D.,  M.A. 

Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  Section  301  of  the  Public  Health  Service  Act  (42  USC  241)  and  administered  under  PHS  policies  and  Federal  Regulations 
at  Title  42  CFR  52  "Grants  for  Research  Projects,"  Title  45  CFR  Part  74  and  92,  "Administration  of  Grants"  and  45  CFR 
Part  46,  "Protection  of  Human  Subjects."  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  the  Health  Systems  Agency  review.  Sections  of  the  Code  of  Federal  Regulations  are  available 
in  booklet  form  from  the  U.S.  Government  Printing  Office.  Grants  must  be  administered  in  accordance  with  the  PHS  Grants 
Policy  Statement  (revised  10/90),  which  may  be  available  from  your  office  of  sponsored  research. 
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SMALL  GRANT  PROGRAM  FOR  THE  NATIONAL  INSTITUTE  OH  DEAFNESS  AND  OTHER  COMMUNICATION  DISORDERS 


N I H GUIDE.  Volume  22,  Nunber  39,  October  29,  1993 
PA  NUMBER:  PAR-94-009 

P.T.  34;  K.W.  0715050,  0715055,  0410001,  0775017 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

PURPOSE 

This  program  announcement  supersedes  all  previously  issued  announcements  for  the  National  Institute  on  Deafness  and  Other 
Communication  Disorders  (NIDCD)  Small  Grant  Program.  This  current  Small  Grant  Program  provides  support  for  pilot 
research  that  is  likely  to  lead  to  a subsequent  individual  research  project  grant  (ROD  or  a First  Independent  Research 
Support  and  Transition  (FIRST)  (R29)  award  application.  The  research  must  be  focused  on  areas  within  the  mission  of 
the  NIDCD,  that  is,  hearing,  balance/vestibular,  smell,  taste,  voice,  speech,  or  language. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement.  Small  Grant 
Program  for  the  NIDCD,  is  related  to  the  priority  area  of  clinical  prevention  services.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-11474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001  - 1 1473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Foreign  organizations  and  institutions  are  not  eligible.  Current  and  previous  recipients  of  NIH  research  grants  such 
as  small  grant  awards.  Career  Development  Awards,  R01,  or  R29  grants  are  ineligible  for  the  Small  Grant  program. 
Individuals  who  have  received  research  support  from  other  Federal  funding  agencies  are  considered  ineligible. 

Participation  in  the  program  by  investigators  at  minority  institutions  is  strongly  encouraged. 

Small  grant  funds  may  not  be  used  to  support  thesis  or  dissertation  research. 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  small  grant  (R03)  mechanism.  Applicants  may  request  up  to  $25,000  (direct  costs) 
per  year.  The  grant  may  not  exceed  two  years  and  is  not  renewable.  Investigators  are  expected  to  seek  continuing 
support  for  research  through  a research  project  grant  (R01)  or  FIRST  (R29)  award. 

RESEARCH  OBJECTIVES 

The  Small  Grant  program  is  designed  solely  to  support  basic  and  clinical  scientists  with  limited  research  experience 
who  are  at  the  beginning  stages  of  their  research  careers. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  .findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  must  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  in  Section  1-4,  of 
the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully  the  feasibility 
of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i.e..  Native  Americans  [including  American  Indians  or  Alaskan  Natives] , Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
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the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  questions(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Only  one  Small  Grant  application  may  be  submitted  by  a Principal  Investigator  per  receipt  date.  Applicants  may  not 
submit  R01  or  R29  applications  on  the  same  topic  concurrently  (to  be  considered  at  the  same  Advisory  Council  cycle)  with 
the  submission  of  a Small  Grant  application. 


The  submission. 

review,  and  award  schedule  for  the 

Small  Grant  Program  is 

Receipt  Dates 

Institute  Committee 

Counc i l 

Earliest 

for  FY94 

Review 

Review 

Funding 

Dec  17,  1993 

Feb-Mar 

May 

Jul 

Apr  8,  1994 

Jun- Jul 

Oct 

Dec 

Aug  23,  1994 

Oct-Nov 

Jan 

Apr 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  prepared  according  to  the 
directions  in  the  application  packet,  with  the  exceptions  noted  below. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Bui Iding,  Room  449,  Bethesda, 
MD  20892,  telephone  301-594-7248. 

On  the  face  page  of  the  application:  Item  2a  Type  "Small  Grant  Program  NIDCD".  Check  the  "YES"  box. 

Sections  1-4:  Do  not  exceed  a total  of  five  pages  for  the  following  sections:  specific  aims,  background  and 
significance,  progress  report/preliminary  studies,  and  experimental  design  and  methods.  An  additional  half-page 
introduction  is  acceptable  only  for  revised  applications.  Applications  that  exceed  the  page  limitation  or  NIH 
requirements  for  type  size  and  margins  will  be  returned  to  the  investigator.  The  five  page  limitation  does  not  include 
Sections  5-9  (Human  Subjects,  Consortia).  Appendix  materials  are  not  allowed. 

Use  the  mailing  label  in  the  application  kit  to  mail  the  original  and  four  copies  of  the  application  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

To  ensure  that  the  application  is  received  in  sufficient  time  for  the  review,  send  one  copy  of  the  application  to: 
Chief,  Scientific  Review  Branch 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Executive  Plaza  South,  Room  400-C 
6120  Executive  Boulevard 
Bethesda,  MD  20892 

REVIEW  CONSIDERATIONS 

A review  committee  of  the  NIDCD  will  evaluate  each  Small  Grant  application  in  accordance  with  the  usual  NIH  peer  review 
procedures  and  criteria.  Applications  will  be  evaluated  with  respect  to  the  following  criteria: 

o Scientific,  technical,  or  clinical  significance  and  originality  of  the  proposed  research, 
o Appropriateness  and  adequacy  of  the  experimental  approach  and  methodology  proposed  to  carry  out  the  research, 
o Appropriateness  of  the  statistical  methods  proposed  to  analyze  the  results, 
o Potential  of  the  proposed  studies  to  lead  to  more  extensive  research, 
o Qualifications  and  research  experience  of  the  principal  investigator. 

o Availability  of  resources  necessary  for  the  research,  including  any  needed  to  supplement  the  budget, 
o Appropriateness  of  the  proposed  budget  and  timetable  in  relation  to  the  scope  of  the  proposed  research, 
o The  adequacy  of  the  proposed  means  for  protecting  against  or  minimizing  potential  adverse  effects  upon  humans, 
animals,  or  the  environment. 

o Adequacy  of  adherence  to  guidelines  for  including  gender  and  minority  representation  in  any  study  population. 

All  applications  subsequently  will  be  reviewed  by  the  National  Deafness  and  Other  Communication  Disorders  Advisory 
Council. 

AWARD  CRITERIA 

The  award  of  grants  is  contingent  on  (1)  receipt  of  applications  of  high  scientific  merit;  (2)  responsiveness  to  this 
announcement,  including  the  eligibility  of  investigators;  (3)  relevance  to  the  mission  of  NIDCD;  and  (4)  the  availability 
of  appropriated  funds. 
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INQUIRIES 


For  additional  information,  investigators  are  encouraged  to  call  or  write  to  NIDCD  staff  responsible  for  grants  in  the 
investigator's  particular  area  of  scientific  interest: 


Dr.  Kenneth  Gruber  Hearing 

Dr.  Daniel  Sklare  Balance/Vestibular 


(301)  402-3458 
(301)  496-1804 
(301)  402-3464 
(301)  402-3464 
(301)  402-3461 
(301)  496-5061 


Dr.  Jack  Pearl  Smell/Taste 
Dr.  Rochelle  Small  Smell/Taste 
Dr.  Beth  Ansel  Voice/Speech 
Dr.  Judith  Cooper  Language 


For  budgetary  and  fiscal  questions,  contact: 

Grants  Management  Officer 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-C 

6120  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  402-0909 

AUTHORITY  AND  REGULATIONS 

Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (Public  Law  78-410,  as  amended; 
42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  The 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to  Health  Systems  Agency 
review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  40,  November  5,  1993 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Achiinistration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor  a series 
of  workshops  on  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional  officials  for 
the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest  in  research  involving 
human  persons  and  those  currently  serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The  current  schedule  includes: 

WESTERN  WORKSHOP 

DATES:  November  4-5,  1993 

LOCATION 

Radisson  Hotel  Denver  South,  Denver,  CO 
SPONSORS 

University  of  Colorado  Health  Sciences  Center,  Denver,  CO 
University  of  Southern  Colorado,  Pueblo,  CO 

REGISTRATION 

Ms.  Mary  Peratt,  Secretary  IRB 

University  of  Colorado  Health  Sciences  Center 

4200  East  Ninth  Avenue  (Box  C-290) 

Denver,  CO  80262 
Telephone:  (303)  270-7960 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  40  - November  5,  1993 

1 


TITLE:  Medical  Research:  Protection  of  Vulnerable  Subjects 

DESCRIPTION:  IRBs  are  confronted  with  a complexity  of  questions  and  ethical  issues  that  seldom  have  defined  answers 
or  ready  resolve.  Some  of  the  more  perplexing  clinical  research  protocols  presented  for  review  are  studies  involving 
human  subjects  in  overt,  at-risk  groups.  This  human  subjects  workshop  will  address  protections  of  highly  vulnerable 
and  protected  human  populations.  Discussions  will  focus  on  the  ethical  principles,  protective  measures,  and  definitions 
of  criteria  for  informed  consent  that  are  tantamount  for  IRB  reviews  when  members  of  these  vulnerable  groups  are  subjects 
of  research  studies.  Subject  groups  and  protocols  to  be  covered  will  be  focused  on  prisoners,  children,  mentally 
compromised,  AIDS  and  HIV- infected,  geriatric,  and  emergency  room. 

The  conference  program  is  designed  to  be  of  value  to  physicians,  nurses,  pharmacists,  scientific  investigators, 
pharmaceutical  and  medical  device  company  representatives,  and  other  health  care  professionals.  All  IRB  members, 
faculty,  and  students  in  health  care  areas  and  adninistrators  will  benefit  from  the  conference.  Critical  attention  will 
be  given  to  Federal  regulations  governing  these  special  groups,  professional  judgment,  real  and  perceived  elements  of 
"implied,"  "second,"  and  "third"  party  consents.  Conference  emphasis  will  be  placed  on  the  assessment  of  risks  and 
protection  of  the  vulnerable  subject  with  the  application  of  medical,  legal,  psychosocial  and  ethical  standards  and 
principles.  The  conference  format  is  structured  to  promote  the  optimum  exchange  of  ideas  and  discussion  through  small 
and  large  group,  topic-defined,  informal,  and  provocative  sessions. 

WEST  COAST  WORKSHOP 

DATES:  January  23-24,  1994 

LOCATION 

Doubletree  Hotel,  Pasadena,  CA 
SPONSORS 

City  of  Hope  National  Medical  Center,  Duarte,  CA 

Charles  R.  Drew  University  of  Medicine  and  Science,  Los  Angeles,  CA 

REGISTRATION 
Ms.  Donna  Pearce 
Administrative  Secretary,  IRB 
City  of  Hope  National  Medical  Center 
Beckman  Research  Institute 
Duarte,  CA  91010 

Telephone:  (818)  359-8111,  ext.  2700 

TITLE:  Ethical  Issues  in  Human  Subject  Research:  Catastrophic  Diseases  and  Minorities 

DESCRIPTION:  This  workshop  is  intended  for  physicians,  nurses,  pharmacists,  and  other  health  care  professionals  as  well 
as  ackninistrators,  members  of  Institutional  Review  Boards,  students,  ethicists  and  legal  experts,  and  lay  persons  with 
interest  and  concern  for  human  subject  research.  The  program  will  address  the  following  issues:  (1)  new  governmental 
policies  on  human  subject  research;  (2)  resolving  ethical  principles  in  clinical  research  on  AIDS,  gene  transfer,  and 
cancer  prevention  trials  involving  catastrophic  illnesses;  (3)  drug  trials  and  parallel  track  protocols;  (4)  minorities 
as  research  subjects;  and  (5)  the  uncertain  fate  of  clinical  research  in  the  current  era  of  health  care  reform. 

SOUTH  COAST  CENTRAL  WORKSHOP 

DATES:  February  17-18,  1994 

LOCATION 

Fairmont  Hotel,  New  Orleans,  LA 
SPONSORS 

University  of  New  Orleans  - Lakefront,  New  Orleans,  LA 
Xavier  University  of  Louisiana,  New  Orleans,  LA 

REGISTRATION 

Ms.  Anne  O' Hearn  Jakob 

Office  of  Conference  Services 

University  of  New  Orleans  - Lakefront 

New  Orleans,  LA  70148 

Telephone:  (504)  286-7118 

TITLE:  Recent  Trends  in  Human  Subjects  Research 

DESCRIPTION:  The  purpose  of  this  conference  is  to  explore  recent  issues  and  trends  related  to  the  protection  of  human 
subjects  in  research.  It  will  provide  discussions  and  opportunities  among  participants  to  share  views  on  NIH's  new 
guidelines  on  fetal  research,  the  inclusion  of  women  and  minorities  in  research,  and  FDA's  recent  policy  on  enrolling 
women  of  childbearing  age  in  drug  trials. 

Workshops  and  meetings  will  be  conducted  by  faculty  of  more  than  25  national  experts  whose  research  interests  include 
alzheimer's  disease,  environmental  research,  women's  health,  human  genome  research,  biomedical  research,  and  others. 
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INQUIRIES 


For  further  information  regarding  these  workshop  and  future  NIH/FDA  National  Human  Subject  Protections  Workshops, 
contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B63 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


WORLD  AIDS  FOUNDATION 

NIH  GUIDE.  Volume  22,  Number  40,  November  5,  1993 
P.T.  34,  42;  K.W.  0715008,  0502017 
Fogarty  International  Center 

The  World  AIDS  Foundation  (WAF)  announces  its  intent  to  support  research  and  education  relating  to  Acquired 
Immunodeficiency  Syndrome  (AIDS)  in  the  developing  world.  The  goal  of  the  WAF  is  to  facilitate  information  exchange 
and  assist  developing  countries  in  responding  to  the  AIDS  pandemic. 

The  WAF  is  particularly  interested  in  projects  that  are  catalytic  and  once  in  place  could  have  a multiplicative  effect. 
Projects  that  involve  collaboration  with  the  WHO  Global  Programme  on  AIDS  are  of  particular  interest.  The  WAF  is  also 
interested  in  supporting  applications  that  originate  from  developing  countries  and  that  emphasize  collaboration  between 
and  among  scientists,  physicians,  and  public  health  workers  from  developed  and  developing  countries.  Of  special  interest 
are  projects  that  respond  to  the  anticipated  increase  in  HIV  infection  in  South-East  Asia  and  the  Western  Pacific. 

The  limit  of  any  single  funding  request  to  the  WAF  is  $200,000. 

APPLICATION  PROCEDURES 

Concept  letters  and  applications  may  be  prepared  in  either  English  or  French.  Applicants  should  submit  concept  letters 
for  initial  consideration.  Following  review  of  concept  letters,  applicants  may  be  invited  to  submit  complete  proposals. 
The  annual  deadline  for  receipt  of  concept  letters  is  February  1. 

INQUIRIES 

Concept  letters  and  inquiries  concerning  the  programs  of  the  World  AIDS  Foundation  may  be  directed  by  mail  or  by  FAX 

to: 

World  AIDS  Foundation 

Assistant  Secretary  for  Health 

c/o  Director,  Fogarty  International  Center 

National  Institutes  of  Health 

Building  31,  Room  B2C02 

Bethesda,  MD  20892,  U.S.A. 

FAX:  (301)  402-2056 

or 

Formation  Mondiale  SIDA 

c/o  Directeur  de  l 1 Inst i tut  Pasteur 

28  rue  du  Docteur  Roux 

75724  Paris,  Cedex  15,  FRANCE 

FAX:  0033-1-45688938 
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WOT ICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


PATTERNS  OF  CARE  IN  RADIATION  ONCOLOGY 

NIH  GUIDE.  Volume  22,  Nunber  40,  November  5,  1993 

RFA  AVAILABLE:  CA-94-006 

j 

P.T.  34;  K.W.  0785140,  0725015,  0730050 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  December  1,  1993 
Application  Receipt  Date:  January  24,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Radiation  Research  Program  (RRP),  Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute  (NCI)  invites 
applications  for  Patterns  of  Care  Studies  in  Radiation  Oncology.  The  objective  of  this  RFA  is  to  focus  on  those  factors 
in  radiation  oncology  that  are  most  likely  to  affect  patient  outcome,  such  as  failure  to  control  local -regional 
neoplastic  disease,  treatment  related  morbidity  that  negatively  impacts  a patient's  quality  of  life,  or  failure  to 
implement  new  methods  and  treatment  strategies  that  have  been  shown  to  be  advantageous  for  the  patient. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Patterns  of  Care  in  Radiation 
Oncology,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Docunents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  the  investigator- initiated  research  project 
grant  (R01).  The  NCI  anticipates  awarding  one  to  two  grants,  with  total  costs  not  to  exceed  5650,000  for  the  first  year. 
This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competitive  continuation  applications  will  compete 
as  research  project  applications  with  all  other  investigator-initiated  applications  and  be  reviewed  by  the  Division  of 
Research  Grants  (DRG).  However,  if  it  is  determined  that  there  is  sufficient  programmatic  need,  the  NCI  will  invite 
recipients  of  awards  under  this  RFA  to  submit  competitive  continuation  grant  applications  for  review  according  to  the 
procedures  of  the  DRG. 

FUNDS  AVAILABLE 

Approximately  $650,000  in  total  costs  per  year  for  three  years  will  be  committed  specifically  to  fund  grants  that  are 
awarded  in  response  to  this  RFA.  The  MCI  anticipates  that  one  to  two  awards  will  be  made.  Although  this  program  is 
provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  a grant  in  response  to  this  RFA  is  also  contingent  upon 
the  availability  of  funds  for  this  purpose.  The  earliest  feasible  start  date  for  the  initial  award  will  be  September 
30,  1994. 

RESEARCH  OBJECTIVES 

The  major  goal  of  this  research  initiative  is  to  support  clinical  investigations  that  (1)  docunent  and  evaluate  patient 
survival  and  outcome  as  a function  of  radiation  oncology  practice  and  methodology,  (2)  coordinate  with  the  leadership 
of  the  Cooperative  Groups  for  the  optimal  design  of  protocols  and  clinical  trials  based  on  data  received  from  patterns 
of  care  studies,  (3)  examine  the  patterns  of  care  for  minorities  vs  non-minorities,  and  (4)  present  the  findings  of  the 
patterns  of  care  studies  to  the  radiation  oncology  community  to  achieve  both  the  goals  of  information  and  education. 
The  evaluation  and  documentation  of  the  acceptance  and  implementation  of  new  treatment  strategies  in  the  radiation 
oncology  community  where  a benefit  for  the  cancer  patients  has  been  shown  is  also  of  interest.  New  studies  of  interest 
are  prospective  patterns  of  care  and/or  patterns  of  fractionation  studies  that  will  support  and  enhance  on-going 
protocols  for  cancers  of  the  prostate  and  cervix.  Prospective  studies  that  show  patterns  of  total  care  for  breast  cancer 
are  of  special  interest. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

NIH  policy  is  that  applications  for  NIH  clinical  research  grants  will  be  required  to  include  minorities  and  women  in 
study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease,  disorder  or 
condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in  studies  of 
diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended  to  apply  to  persons 
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of  all  ages.  If  minorities  and  women  are  excluded  or  inadequately  represented  in  the  clinical  research  of  this  RFA, 
a clear  and  compelling  rationale  must  be  provided.  NIH  funding  components  will  not  award  grants  that  do  not  comply  with 
these  policies. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  1,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel,  the 
participating  institutions,  and  the  nunber  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 
A letter  of  intent  is  not  required,  is  not  binding  and  does  not  enter  into  the  review  of  subsequent  applications.  The 
letter  of  intent  is  to  be  sent  to  the  Program  Director  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Application  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  Application  kits  are  available  from  most  institutional 
offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division  of  Research  Grants, 
National  Institutes  of  Health,  5333  West bard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248.  The  RFA 
label  available  in  the  application  form  PHS  398  must  be  affixed  to  the  bottom  of  the  face  page.  Detailed  instructions 
on  submission  procedures  are  described  in  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NCI  in  accordance  with  the  usual  NIH  peer  review  procedures.  See  RFA  for  review  criteria  to  be  used  in  initial 
review.  Following  initial  review,  applications  will  be  given  a secondary  review  by  the  National  Cancer  Advisory  Board 
unless  not  recommended  for  further  consideration  by  the  initial  review  group.  Applications  that  are  incomplete  or 
unresponsive  to  the  RFA  will  be  returned  to  the  applicant.  Questions  concerning  the  responsiveness  of  proposed  research 
to  the  RFA  may  be  directed  to  program  staff  listed  under  INQUIRIES. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA  or  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive  are  encouraged.  The  NCI  welcomes  the  opportunity  to  clarify  any  issues 
or  questions  from  potential  applicants. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Sandra  Zink 
Radiation  Research  Program 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  800 
Bethesda,  MD  20892 
Telephone:  (301)  496-9360 
FAX:  (301)  480-5785 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Barbara  Fisher 

Grants  Administration  Branch 

Executive  Plaza  South,  Room  242 

6120  Executive  Boulevard 

Rockville,  MD  20852 

Telephone:  (301)  496-7800,  Ext.  29 

FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.395  (Cancer  Treatment  Research).  Awards 
are  made  under  the  authorization  of  Public  Health  Service  Act,  Title  IV,  Sections  301,  410  and  411,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285  (a.))  and  administered  under  the  PHS  grants  policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74  and  92.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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FIRST  INDEPENDENT  RESEARCH  SUPPORT  AMD  TRANSITION  AWARD 


N I H GUIDE,  Volume  22,  Number  40,  November  5,  1993 
RFA  AVAILABLE:  HS-94-004 
P.T.  34;  K.U.  0730050 

Agency  for  Health  Care  Policy  and  Research 
Application  Receipt  Date:  March  11,  1994 

THIS  IS  A NOTICE  OF  THE  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  announces  the  availability  of  the  First  Independent  Research 
Support  and  Transition  (FIRST)  Award  (R29)  in  health  services  research.  The  purpose  of  the  FIRST  Award  is  to  provide 
a sufficient  period  of  research  support  for  newly  independent  health  services  researchers  to  initiate  their  own  research 
and  demonstrate  independent  investigative  efforts;  provide  a reasonable  opportunity  to  demonstrate  creativity, 
productivity,  and  further  promise;  and  to  help  in  the  transition  to  traditional  types  of  AHCPR  research  project  grants. 
The  award  is  not  intended  for  established  investigators  who  may  be  in  transition  to  another  endeavor.  A FIRST  Award 
is  for  a distinct  research  endeavor  and  may  not  be  used  merely  to  supplement  or  broaden  an  ongoing  project  at  the 
applicant  institution.  FIRST  Awards  are  intended  to  provide  funds  for  newly  independent  investigators  for  five  years 
during  which  time  they  can  establish  their  own  research  program  and  make  significant  and  innovative  contributions  to 
health  services  research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  The  AHCPR  urges  applicants  to  submit 
grant  applications  with  relevance  to  the  specific  objectives  of  this  initiative.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through 
the  Superintendent  of  Doc  intents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY 

To  be  eligible  for  a FIRST  Award,  the  proposed  Principal  Investigator  (PI)  must  be  genuinely  independent  of  a mentor, 
yet  at  the  beginning  stages  of  his  or  her  research  career  with,  in  most  instances,  no  more  than  five  years  research 
experience  since  completing  postdoctoral  research  training  or  its  equivalent.  If  the  applicant  is  in  the  final  stages 
of  such  training,  it  is  permissible  to  apply,  but  no  FIRST  Award  will  be  made  to  persons  in  training  status.  In 
addition,  the  proposed  PI  must  otherwise  be  eligible  to  serve  in  the  same  capacity  on  a traditional  research  project 
grant  (R01)  awarded  to  the  applicant  institution.  Only  non-profit  domestic  institutions  and  organizations  are  eligible 
to  receive  FIRST  Awards.  Further  information  on  eligibility  is  contained  in  the  RFA. 

MECHANISM  OF  SUPPORT 

This  RFA  represents  the  initial  use  of  the  First  Independent  Research  Support  and  Transition  (FIRST)  Award  (R29)  by 
AHCPR.  See  SPECIAL  REQUIREMENTS,  below,  for  details  of  this  mechanism. 

FUNDS  AVAILABLE 

The  AHCPR  expects  to  fund  approximately  three  FIRST  Awards  in  Fiscal  Year  (FY)  1994.  The  actual  number  awarded  in  FY 
94  will  depend  on  availability  of  funds  as  will  the  number  in  future  years. 

RESEARCH  OBJECTIVES 

The  AHCPR  conducts  and  supports  research  on  the  quality,  appropriateness,  efficiency,  and  effectiveness  of  health  care 
services  and  the  systems  for  delivery  of  these  services.  Research  areas  of  interest  for  FIRST  applications  are  as 
fol lows: 

o Health  care  reform  issues; 
o Health  care  costs  and  financing; 

o Relationship  between  primary  care  and  health  care  costs,  access,  and  quality; 

o Rural  health  including  access  to  services,  supply  of  health  professionals,  delivery  systems  issues,  primary  health 
care,  health  promotion  and  disease  prevention,  technology  diffusion,  and  special  populations; 
o Health  care  quality  improvement  and  quality  assurance  including  methods  and  measures; 
o Information  technologies  and  factors  affecting  their  use; 
o Costs  and  quality  of  alternative  delivery  systems  and  managed  care; 
o Health  care  technologies,  facilities,  and  equipment; 
o Medical  effectiveness  and  patient  outcomes  research; 
o Medical  liability  and  malpractice; 

o Access,  medical  effectiveness,  and  patient  outcomes  research  in  low-income,  minority,  elderly,  and  other  underserved 
populations; 

o Dissemination  of  health  and  clinical  information  and  research  findings  to  practitioners,  consumers,  and  patients  for 
use  in  improved  health  care  decisionmaking; 

o Services  for  persons  with  human  immunodeficiency  virus  (HIV)  and  acquired  immunodeficiency  syndrome  (AIDS);  and 
o Evaluation  of  outcomes  associated  with  the  use  of  clinical  practice  guidelines. 
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The  following  program  announcements,  which  were  published  in  the  NIH  Guide  for  Grants  and  Contracts,  provide  more 
detailed  information  on  selected  areas  of  interest:  "Health  Services  for  Persons  with  HIV  Infection"  (PA-93-110),  Vol. 
22,  No.  33,  September  17,  1993;  "Health  Care  Quality  Improvement  and  Quality  Assurance  Research"  (PA-93-084),  Vol.  22, 
No.  19,  May  21,  1993;  "Primary  Care  and  Health  Care  Reform"  (PA-93-063),  Vol.  22,  No.  10,  March  12,  1993;  "Cost  and 
Financing  Issues  in  Health  Care  Reform"  (PA-93-45),  Vol.  22,  No.  4,  Jan.  29,  1993;  "Health  Services  Research  on  Rural 
Health"  (PA-92-71),  Vol.  21,  No.  16,  May  1,  1992;  and  "Effective  Dissemination  of  Health  and  Clinical  Information  and 
Research  Findings"  (PA-92-51),  Vol  21,  No.  10,  March  13,  1992. 

SPECIAL  REQUIREMENTS 

An  individual  may  submit  only  one  FIRST  Award  application  to  the  Public  Health  Service  for  this  receipt  date. 

FIRST  Award  applications  must  request  five  years  of  research  support.  Applications  submitted  to  AHCPR  in  which  the 
request  is  for  fewer  than  five  years  of  support  will  be  returned  to  the  applicant. 

The  PI  must  make  a commitment  of  no  less  than  50  percent  effort  to  the  proposed  project.  Up  to  100  percent  effort  may 
be  requested  if  a greater  commitment  of  the  PS  is  required  to  do  the  research.  The  request  for  effort  of  the  applicant 
investigator  will  be  reviewed  and  modifications  may  be  recommended. 

The  total  direct  cost  award  for  the  five-year  period  may  not  exceed  $350,000.  The  direct  cost  award  in  any  yearly  budget 
period  should  not  exceed  $100,000.  Indirect  costs  will  be  paid  to  the  grantee  institution  in  accord  with  applicable 
policy  of  the  Department  of  Health  and  Human  Services  (DHKS).  FIRST  Awards  are  not  renewable.  Further  special 
requirements  are  provided  in  the  RFA. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTION  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  requires  applicants  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of 
benefit  to  all  persons.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  research,  a clear  and 
compelling  rationale  must  be  provided.  All  applications  without  such  documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  RFA  contains  important  information  for  applicants,  including  the  application  and  review  schedule  for  FIRST  Awards, 
and  may  be  obtained  from  the  Center  for  Research  and  Dissemination  Liaison,  see  INQUIRIES.  The  application  receipt  date 
is  March  11,  1994.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used.  These  forms  are  available 
at  most  institutional  offices  of  sponsored  research  and  the  Office  of  Grants  Information,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

In  addition,  a letter  or  memorandum  from  a suitable  department  head  or  dean  is  to  be  submitted  with  the  application, 
that  addresses:  (1)  eligibility  of  proposed  Principal  Investigator  to  independently  lead  a research  project  at  the 
applicant  institution  (i.e.,  is  this  person  otherwise  qualified  to  be  the  PI  on  a traditional  research  project  grant 
(ROD?)  and  (2)  details  of  the  intended  commitment  of  the  institution  to  the  project  for  the  five-year  period.  Also, 
three  letters  of  reference  for  the  proposed  PI  are  to  be  submitted  with  the  application.  Further  details  on  letters 
of  reference  are  provided  in  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  initially  by  the  Division  of  Research  Grants,  NIH,  for  completeness  and  by  AHCPR  staff 
for  responsiveness  to  the  RFA.  Incomplete  and  nonresponsive  applications  will  be  returned  to  applicants  without  further 
consideration.  Applications  will  be  evaluated  in  accordance  with  the  criteria  stated  in  the  RFA  for  scientif ic/technical 
merit  by  an  appropriate  AHCPR  peer  review  group.  Further  review  considerations  and  review  criteria  are  listed  in  the 
RFA.  Review  results  and  funding  decisions  will  be  announced  approximately  six  months  after  the  submission  date. 

INQUIRIES 

A copy  of  the  RFA  may  be  obtained  from  the  Center  for  Research  Dissemination  and  Liaison  at  the  address  below.  In 
addition,  inquiries  regarding  programmatic  issues  may  be  directed  to  the  appropriate  office  listed  below: 

Applied  Dissemination  Research: 

Center  for  Research  Dissemination  and  Liaison 
Suite  501,  telephone  (301)  594-1362 

Medical  Effectiveness  and  Outcomes  Research: 

Center  for  Medical  Effectiveness  Research 
Suite  605,  telephone  (301)  594-1485 

Other  AHCPR  Health  Services  Research: 

Center  for  General  Health  Services  Extramural  Research 
Suite  502,  telephone  (301)  594-1349,  Ext.  104 

Direct  inquiries  regarding  f i seal /adnini strati ve  matters  to: 

Ralph  Sloat,  Grants  Management  Officer 
Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street,  Suite  601 
Rockville,  MD  20852 
Telephone:  (301)  594-1447 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.180  and  93.226.  Awards  are  authorized 
under  the  Public  Health  Service  Act,  Title  IX,  as  amended  by  Public  Laws  101-239  and  102-410,  (42  U.S.C.  299-299c-6) 
and  Section  1142  of  the  Social  Security  Act  (42  U.S.C.  1320b-12).  Awards  are  administered  under  the  PHS  Grants  Policy 
Statement  and  Federal  Regulations  42  CFR  Part  67,  Subpart  A and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372. 


MECHANISM  of  RESPIRATORY  SYNCYTIAL  VIRUS  VACCINE  I MMUMOPOTENT 1 AT I ON 

NIH  GUIDE.  Volune  22,  Nunber  40,  November  5,  1993 

RFA  AVAILABLE:  AI-94-002 

P.T.  34;  K.U.  0705048,  0740075,  0710070 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  January  14,  1994 
Application  Receipt  Date:  March  17,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Division  of  Microbiology  and  Infectious  Diseases,  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID) 
announces  the  availability  of  an  RFA  for  research  on  the  immunology  of  Respiratory  Syncytial  Virus  (RSV)  protection  and 
disease.  Specifically,  the  NIAID  is  interested  in  addressing  the  immune  responses  associated  with  the  exacerbation  of 
disease  in  children  who  had  previously  received  forma l in- inactivated  RSV  vaccine. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Mechanism  of  Respiratory 
Syncytial  Virus  (RSV)  Vaccine  Immunopotentiation,  is  related  to  the  priority  area  of  immunization  and  infectious 
diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0) 
or  "Healthy  People  2000"  (Surma ry  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Awards  made  under  this  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  award 
mechanism.  Responsibility  for  the  planning,  direction  and  execution  of  the  proposed  project  will  be  solely  that  of  the 
applicant.  The  total  project  period  for  applications  submitted  by  domestic  institutions  may  not  exceed  four  years;  the 
total  project  period  for  applications  submitted  by  foreign  institutions  may  not  exceed  three  years.  The  anticipated 
earliest  possible  award  date  is  September,  1994. 

Appl  i cants  are  encouraged  to  coordinate,  through  the  use  of  consort i un  arrangements  or  subcontracts,  integrated 
approaches  with  individuals  or  institutions  having  relevant  reagents  and  expertise  in  their  use,  demonstrated  ability 
in  a particular  area  of  relevant  research,  or  access  to  relevant  animal  or  patient  populations  so  as  to  accelerate 
technical  progress  and  clinical  development  of  promising  prophylactics.  Because  the  nature  and  scope  of  the  research 
proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  amounts  of  the  awards  will  vary  also. 

This  RFA  is  a one-time  solicitation.  Future  competing  continuation  applications  will  compete  with  all  unsolicited 
investigator- initiated  applications  and  be  reviewed  by  an  appropriate  Study  Section  according  to  the  customary  NIH 
referral  and  peer  review  procedures. 

FUNDS  AVAILABLE 

The  estimated  funds  available  for  the  total  (direct  and  indirect)  first  year  cost  of  all  awards  under  this  RFA  is  $ 1.0 
million.  The  NIAID  anticipates  making  a minimum  of  three  new  awards. 

RESEARCH  OBJECTIVES 

Presently,  there  are  no  licensed  Respiratory  Syncytial  Virus  (RSV)  vaccines  and  only  limited  efforts  in  the  development 
of  vaccine  candidates  because  attempts  to  develop  a safe  and  effective  vaccine  have  met  with  continued  frustration. 
In  the  mid-1960s,  a formalin  inactivated  RSV  vaccine  was  evaluated  in  previously  unprimed  (seronegative)  infants.  When 
these  children  were  subsequently  exposed  during  an  RSV  outbreak,  the  resulting  illnesses  were  very  severe.  Specifically, 
children  under  two  years  of  age  who  received  the  vaccine  had  a much  higher  incidence  of  pneumonia  (60  percent)  and 
hospitalization  (21  percent)  compared  to  the  children  who  received  placebo  (8  percent  and  1.5  percent,  respectively). 
Attempts  to  understand  the  nature  of  this  immunopotentiation  event  have  relied  primarily  on  data  generated  using  the 
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cotton-rat  model.  In  this  system,  RSV  challenge  of  animals  immunized  with  a formal  in- inactivated  RSV  vaccine  has  been 
associated  with  changes  in  lung  histology.  The  equation  of  this  altered  histology  in  animals  with  the  exacerbated 
disease  in  hunans  has  been  widely  debated.  Nonetheless,  in  the  absence  of  definitive  data  to  the  contrary,  the  cotton-rat 
model  has  been  widely  used  to  define  the  preclinical  safety  of  potential  new  vaccine  candidates.  At  a recent 
NIAID/WHO/CDC  RSV  Workshop  (Nay  1993)  use  of  alternative  animal  model  systems  for  detailed  studies  of  the  immunologic 
mechanism  of  immunopotentiation  (eg.,  mouse  model)  and  development  of  animal  models  with  clinical  disease 
patterns/immunologic  responses  similar  to  those  seen  in  humans  (eg.,  lamb/bovine  models)  were  encouraged.  It  was  also 
clear  that  continued  use  of  the  cotton  rat  model  to  define  safety  of  new  experimental  vaccines  requires  additional 
knowledge  as  to  the  basis  of  the  histologic  changes  observed  following  challenge.  Until  then,  a significant  barrier 
would  remain  in  the  development  of  RSV  vaccines. 

The  long-term  goal  of  the  NIAID  is  to  facilitate  the  development  of  an  effective  RSV  vaccine.  However,  interim 
objectives  must  be  met  before  candidate  vaccines  can  be  entered  into  clinical  trials  involving  seronegative  infants  and 
chi Idren.  The  goal  of  this  RFA  is  to  stimulate  innovative  new  research  on  the  complex  immunology  associated  with  RSV 
disease  immunopotentiation  and  within  that  context  to  develop  in  vitro  and/or  in  vivo  assays  that  accurately  reflect 
the  potential  safety  of  RSV  vaccine  candidates. 

Examples  of  projects  that  might  be  responsive  to  this  RFA  include,  but  are  not  limited  to: 

1.  Detailed  analysis  of  the  immune  pathways  stimulated  following: 

o immunization  with  experimental  RSV  vaccines  that  have  been  previously  associated  with  immunopotentiation; 
o immunization  with  experimental  RSV  vaccines  that  have  been  associated  with  protection  but  not  immunopotentiation; 
o natural  infection; 

2.  Development  of  in  vivo  models  that  closely  mimic  the  clinical  di sease/immunopotent i at i on  event  seen  in  humans; 

3.  Development  of  immunological ly  defined  reagents  for  valid  in  vivo  models; 

4.  Development  of  in  vitro  models  to  assess  the  immunopotentiation  effect  of  candidate  RSV  vaccines; 

5.  Definition  of  the  properties  of  vaccine  preparations  which  have  been  associated  with  i mmunopotent i at i on. 

SPECIAL  REQUIREMENTS 

NIAID  Program  Staff  will  organize  annual  meet i ngs  in  Bethesda  that  Principal  Investigators  and  other  key  members  (as 
designated  by  the  Principal  Investigators)  of  the  projects  will  be  requested  to  attend  to  discuss  progress.  At  the 
discretion  of  the  Program  Staff,  clinical  researchers  and  members  of  the  vaccine  industry  may  also  be  invited  to  attend. 
Funds  for  travel  to  these  meet i ngs  should  be  included  in  the  budget. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Appl i cat  ions  without  such  documentat i on  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  14,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  names  and  affiliations  of  proposed  key  investigators,  and  the  nunber  and  title  of  the  RFA 
in  response  to  which  the  application  may  be  submi tted.  Although  a letter  of  i ntent  is  not  required,  is  not  binding, 
and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  allows  NIAID  Staff  to 
estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  The  letter  of  intent 
is  to  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91 ) , which  is  the  standard  application  form  for  research  grants. 
Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  301/594-7248).  Applicants  must  adhere  to  the  format  and  requirements  specified  in  the  PHS  398 
appl i cat ion  kit.  The  date  for  receipt  of  applications  is  March  17,  1994. 

The  signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  exact  copi es  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  must  also  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under 

INQUIRIES. 

To  ensure  their  review,  applications  must  be  received  by  both  the  Division  of  Research  Grants  and  Dr.  Olivia  Preble  by 
the  application  receipt  date.  Appl i cat  ions  not  received  on  this  date  will  be  considered  non- responsive  and  will  be 
returned  to  the  applicant  without  review.  If  the  application  submitted  in  response  to  this  RFA  is  substantially  simi lar 
to  a grant  application  already  submitted  to  the  NIH  for  review,  but  has  not  yet  been  reviewed,  the  applicant  will  be 
asked  to  withdraw  either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  essential ly  identical 
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applications  will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by  different  review  committees. 
Therefore,  an  application  cannot  be  submitted  in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has 
already  been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed, 
but  such  applications  must  include  an  introduction  addressing  the  previous  critique. 

REVIEU  CONSIDERATIONS 

Applications  will  be  reviewed  by  DRG  staff  for  completeness  and  by  NIAID  staff  to  determine  administrative  and 
programmatic  responsiveness  to  this  RFA.  Those  judged  to  be  incomplete  or  nonresponsive  will  be  returned  to  the  applicant 
without  review.  Those  considered  complete  and  responsive  may  be  subjected  to  a triage  review  by  an  NIAID  peer  review 
group  to  determine  their  scientific  merit  relative  to  the  other  applications  submitted  in  response  to  this  RFA.  The 
NIH  will  withdraw  from  competition  those  applications  judged  by  the  triage  peer  review  group  to  be  noncompetitive  for 
award  and  will  so  notify  the  applicant  investigator  and  the  institutional  business  official.  Those  applications  judged 
to  be  competitive  for  award  will  be  reviewed  for  scientific  and  technical  merit  by  a Review  Committee  convened  by  the 
Division  of  Extramural  Activities,  NIAID.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Al lergy 
and  Infectious  Diseases  Council. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Carole  Hei Iman 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3B-06 

Bethesda,  MD  20892 

Telephone:  (301)  496-5305 

FAX:  (301)  496-8030 

Address  the  letter  of  intent  and  direct  any  questions  regarding  review  procedures,  to: 

Dr.  Olivia  Preble 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C19 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Todd  Ball 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  ami  Infectious  Diseases 

Solar  Building,  Room  4B-35 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856,  Microbiology  and  Infectious  Disease 
Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 
RESEARCH  OM  NEEDLE  HYGIENE  AND  NEEDLE  EXCHANGE  PROGRAMS 

NIH  GUIDE.  Volume  22,  Number  40,  November  5,  1993 

PA  NUMBER:  PA-94-010 

P.T.  34;  K.U.  0404009,  0411005,  0715008 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  encourage  research  on  comprehensive  needle  hygiene  activities  in  two 
areas:  (1)  intervention  studies  related  to  the  adoption  of  NIDA's  newly  proposed  recommendations  to  prevent  HIV 
transmission  by  not  sharing  drug  injection  equipment  (directly  or  indirectly),  including  new  research  findings  on 
efficacy  of  disinfection  of  cleaning  needles  and  syringes  and  (2)  the  evaluation  of  needle  exchange  programs  (NEP)  in 
combination  with  other  HIV  risk  reduction  strategies.  These  two  interrelated  research  initiatives  have  great 
implications  for  creating  and  reformulating  comprehensive  prevention  programs  in  the  midyears  of  the  second  decade  of 
the  HIV  epidemic.  The  goal  of  research  on  needle  hygiene  and  NEPs  is  to  develop,  implement,  and  evaluate  strategies 
that  reduce  HIV  risk  behaviors  and  decrease  the  probability  of  HIV  exposure. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  CPUS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
“Healthy  People  2000/'  a PHS-led  national  activity  for  setting  priority  areas.  This  announcement.  Research  on  Needle 
Hygiene  and  Needle  Exchange  Programs,  is  related  to  the  priority  area  of  alcohol  and  other  drugs.  Potential  applicants 
may  obtain  a copy  of  “Healthy  People  2000“  (Full  Reports  Stock  No.  017-001-00474-0  of  Sunmary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applicants  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit,  public  and  private  organizations  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply.  Applicants  are  encouraged  from  State 
and  municipal  governments  with  outreach  units  and/or  State  and  municipal  governments  collaborating  with  university-based 
research  units. 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (R01). 
Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  program  announcement  may  vary,  it  is 
anticipated  that  the  size  of  an  award  will  vary  also. 

RESEARCH  OBJECTIVES 

Summary 

The  NIDA  initiated  the  Cooperative  Agreement  for  AIDS  Community- Based  Out  reach/ Intervention  Program  in  1990.  Since  that 
time,  NIDA,  the  Centers  for  Disease  Control  and  Prevention  (CDC),  and  other  agencies'  grantees  have  been  monitoring  the 
HIV/AIDS  epidemic  in  a population  of  out -of -treatment  drug  users  and  developing,  implementing,  and  assessing  the 
effectiveness  of  selected  interventions.  During  this  period,  considerable  changes  have  occurred  in  community  ecologies 
(social  and  biological  environments)  related  to  HIV  and  drug  use  (e.g. , dramatic  increase  in  tuberculosis  and 
heterosexual  transmission,  male  heterosexual  increase  in  incidence  of  HIV  of  114  percent;  female  heterosexual  increase 
108  percent)  as  well  as  in  the  behavioral  dynamics  of  at-risk  populations  and  the  science  of  prevention.  More  than 
300,000  cases  of  AIDS  were  reported  to  the  CDC  as  of  July  1993;  of  these,  20  percent  of  the  males  and  49  percent  of  the 
females  were  exposed  to  the  virus  vie  injecting  drug  use.  Changes  such  as  these  dictate  the  need  to  promote  new  study 
activities. 

Fortunately,  during  this  time,  knowledge  has  been  gathered  about  preventing  the  spread  of  HIV  through  behavioral  change 
interventions  designed  to  reduce  an  individual's  risk  of  transmission.  In  addition,  selected  interventions  have  been 
effective  in  facilitating  risk  reduction  behavioral  change  among  injection  drug  users  (SDUs).  Nonetheless,  preliminary 
findings  from  NIDA  sponsored  research  programs  suggest  that  there  is  room  for  improvement  and  expansion  of 
community- based  behavioral  change  strategies  to  reduce  the  spread  of  HIV,  For  example,  many  IDUs  who  have  tested  HIV 
positive  report  that  they  lend  their  “works"  to  others,  while  many  who  have  tested  negative  report  borrowing  needles 
and  not  practicing  adequate  needle  hygiene.  Recent  ethnographic  observation  has  uncovered  the  finding  that  injectors 
are  unaware  that  indirect  exposure  (i.e„,  using  potentially  contaminated  syringes  to  prepare  and  divide  drug  solutions) 
may  place  them  at  risk  for  the  transmission  of  HIV.  Although  many  drug  users  do  make  positive  behavioral  changes,  a 
large  percentage  require  additional  assistance  to  maintain  their  lower  risk  behavioral  profiles. 

Whereas  behavioral  interventions  are  the  most  promising  prevention  strategy  available  (near-term  prospects  for  a vaccine 
or  cure  are  not  favorable),  challenges  such  as  those  mentioned  above  suggest  that  our  research  efforts  now  need  to  expand 
their  focus  by  phasing  in  and  evaluating  third  generation  innovative  community- based  behavioral  change  projects.  These 
new  research  endeavors  should  include  populations  that  have  adopted  change  to  facilitate  the  maintenance  of  these  safer 
behaviors  and/or  those  that  have  yet  to  adopt  lower  risk  needle  sharing  behaviors.  Two  particular  areas  deserve  special 
attention:  (1)  updated  research  data  on  the  efficacy  of  cleaning  needles  and  syringes  with  bleach  make  it  incumbent 
upon  us  to  examine  the  extent  to  which  drug  users  are  able  to  comply  with  revised  disinfection  recommendations  (HIV/AIDS 
Prevention  Bulletin,  April  19,  1993);  (2)  an  increasing  national  interest  in  needle  exchange  as  an  AIDS  prevention 
strategy  (GAO/HRD  93-60  and  CDC,  unpublished  report)  raises  the  need  to  evaluate  the  full  range  of  effects  of  programs 
that  provide  access  to  unused  injection  equipment.  It  is  of  critical  importance  to  understand  the  social  context  of 
these  behaviors,  the  extent  to  which  needles  are  available  and  accessible,  and  the  impact  of  local  laws  and  regulations 
concerning  needle/ syringe  availability  and  paraphernal is  possession  on  HIV  risk  behaviors  and  behavioral  change. 

In  light  of  the  preliminary  findings,  proposed  bleach  disinfection  recommendations,  and  a growing  interest  in  needle 
exchange,  we  are  calling  for  expanded  research  designs  that  will  extend  ongoing  research  activities.  There  is  a need 
for  targeted  interventions  focusing  specifically  on  current  risk  behavior  in  demographic,  geographic  and  behavioral 
subgroups  of  the  at-risk  populations  to  permit  a better  understanding  of  the  behavioral  dynamics  of  drug  users  in  social 
context  and  the  spread  of  HIV.  For  research  strategies  to  be  effective  and  interpretable,  they  should  be  guided 
theoretically  and  should  target  selective  risk  behaviors  of  individuals  and/or  networks.  Interventions  on  behavioral 
norms  that  facilitate  or  discourage  behavior  change  within  communities  and  the  development  of  strategies  for  specific 
subgroups  of  at-risk  populations  are  encouraged.  Attention  should  be  paid  to  developing  operationalized  definitions 
and  measures  that  describe  the  behavioral  dynamics  and  intervention  process.  The  foci  of  this  research  activity  are 
epidemiologic/ethnographic  observations  of  needle  sharing  practices  (indirect  and  direct),  use/nonuse  of  needle  exchange, 
and  evaluation  of  the  efficacy  of  the  interventions.  Methodological  problems  associated  with  research  related  to  the 
efficacy  of  needle  exchange  programs  must  be  addressed  if  the  findings  can  prove  helpful  in  developing  policy  options. 

NIDA  and  CDC  have  collaborated,  and  will  continue  to  collaborate,  in  the  development  and  implementation  of  this  program 
announcement . 
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Program  Description 


Needle/Syringe  Sharing  and  Needle  Hygiene  Studies.  Studies  are  needed  to  evaluate  the  impact  of  proposed  recommendations 
on  the  disinfection  of  injection  equipment,  the  impact  of  these  changes  on  members  of  the  injecting  drug  user  community, 
and  the  diffusion  of  information  about  needle  cleaning  procedures.  To  date,  our  knowledge  base  contains  limited 

A i information  on  the  sequence  and  procedures  related  to  disinfection  practices  acquired  from  a few  quantitative  surveys 

* and  even  fewer  qualitative  studies.  Thus,  both  qualitative  and  quantitative  data  on  previous  and  current  needle  sharing 
and  cleaning  practices  are  desired  to  identify  factors  that  facilitate  and/or  inhibit  the  adoption  of  recently  proposed 
needle  hygiene  practices. 

Applicants  are  encouraged  to  design  and  evaluate  interventions  that  specifically  focus  on  changing  behavior  in  accordance 
with  the  proposed  guidelines  for  needle  cleaning.  In  order  to  plan  potentially  efficacious  prevention  activities,  it 
will  be  critical  to  assess  and  evaluate  how  needle  use,  needle  cleaning,  and  disease  avoidance  behaviors  currently  vary 
at  the  individual/network  level  as  well  as  by  communities  with  different  prevalence  rates  of  HIV/AIDS.  We  anticipate 
that  several  intervention  strategies  will  be  needed  to  take  into  account  the  behavioral  heterogeneity  of  groups  and 
individuals  as  well  as  the  varying  HIV  seroprevalence  of  different  communities.  Race/ethnicity,  and  gender-related 
factors  must  be  addressed  in  the  design,  implementation,  and  evaluation  of  the  interventions. 

It  is  hoped  that,  in  addition  to  the  above,  innovative  research  studies  will  obtain  new  data/ informat  ion  about  drug 
injectors  and  practices  (e.g. , injection  settings  and  situations,  how  and  from  whom  users  learn  to  inject,  how  they 
understand  needle-sharing  {direct  sharing  via  actual  use  and  indirect  sharing  via  drug  solution,  cookers,  cotton,  rinse 
water},  and  the  relation  to  HIV  infection)  that  can  be  used  to  maximize  the  effectiveness  of  cleaning  drug  equipment. 

While  not  limited  in  scope,  three  methodologies  are  encouraged:  (1)  overt,  passive  participant  field  observation  of 
needle-sharing/cleaning  practices  by  trained  ethnographers  across  diverse  settings;  (2)  life-history  interviews  that 
incorporate  a guided  interview  with  respect  to  past  and  current  needle  sharing/cleaning  practices;  and  (3)  biological 
(e.g.,  HIV,  hepatitis  5 virus,  amount  of  blood,  blood  type,  antibody,  DNA  "fingerprint")  testing  of  needles/syringes, 
cotton,  cookers,  rinse  water,  etc.,  to  measure  levels  of  infectivity  and  sharing.  These  methodologies  will  form  the 
basis  for  designing  the  interventions  and  should  be  derived  theoretically  from  the  social  and  behavioral  science 
literature  on  behavioral  change. 

Needle  Exchange  Programs  (NEPs).  A relatively  new  prevention  strategy  undergoing  extensive  review  is  that  of  needle 
exchange  programs,  which  generally  involve  the  exchange  of  new,  sterile  syringes  for  used  ones.  NEPs  currently  exist 
and  are  beginning  in  a number  of  communities  across  the  country.  Given  the  proliferation  of  NEPs,  it  is  important  to 
prepare  for  the  possible  inclusion  of  needle  exchange  as  an  intervention  strategy  to  reduce  risk  behavior  associated 
with  HIV  transmission  in  the  future.  Applicants  are  encouraged  to  obtain  the  report  of  the  recent  CDC  funded  study  on 
needle  exchange  prepared  by  the  University  of  California,  San  Francisco  (Lurie  and  Reingold,  1993).  The  NIDA  will  not 
support  needle  exchange  programs,  per  se,  but  will  support  the  evaluation  of  the  efficacy  of  currently  operating  needle 
exchange  programs  on  drug  use,  HIV  risk  behaviors,  and  HIV  serostatus. 

- Ethnography,  epidemiology,  and  evaluation  perspectives  must  guide  the  research  activities  around  needle  exchange. 

| Baseline  epidemiologic  data  are  urgently  needed,  as  are  efficacy  studies  of  NEP  as  part  of  HIV  risk  reduction.  Such 

' epidemiological  data  should  be  based  on  longitudinal  information  and  should  include  data  on  risk  behaviors  and  serostatus 
of  identifiable  subgroups  as  a function  of  gender,  race/ethnicity,  and  drug  using  characteristics.  Cross-sectional 
information  may  be  collected  as  part  of  a well-defined  strategy.  Efficacy  data  should  focus  on  NEPs  impact  on  HIV  risk 
reduction  as  well  as  other  health-related  end  economic  consequences  of  such  programs.  These  data  may  be  qualitative 
in  nature  or  may  derive  from  observational  studies  that  attempt  to  control  for  diverse  factors  related  to  risk  reduction. 
Studies  using  a social  network  perspective  are  encouraged. 

Research  should  focus  on  the  comparative  effectiveness  of  existing  needle  exchange  programs  in  relation  to  the  more 
standard  needle  cleaning  practices  and  other  behavioral  risk  reduction  programs.  Comparison  of  communities  with  NEP 
currently  in  place  is  encouraged  to  evaluate  the  impact  of  such  programs  on  relative  risk  reduction  in  their  communities 
and  compare  the  rate  of  risk  to  communities  currently  without  such  programs,  taking  into  account  differing  HIV  prevalence 
rates,  needle  availability  in  the  communities,  and  the  legality  of  accessing  needles.  Such  studies,  particularly  those 
that  attempt  to  control  as  many  potentially  confounding  factors  as  possible,  will  enhance  our  understanding  about  the 
relative  consequence  of  various  community- based  intervention  strategies. 

It  is  critical  to  overcome  some  of  the  methodological  limitations  surrounding  the  interpretation  of  data  from  previous 
research  related  to  evaluation  of  syringe  exchange  programs.  For  example,  methodo logic  i ssues  often  cloud  the  task  of 
col  lapsing  c l i ent  characteristics  across  studies  (e.g. , convenience  sampling  is  only  adequate  if  it  is  a representative 
sample;  random  sampling  avoids  the  potential  bias  associated  with  convenience  sampling).  Careful  attention  must  be  given 
to  design,  management,  analyses,  and  overwhelming  limitations  in  implementing  controlled  random  trials  in  community  based 
settings.  Interpretation  of  some  studies  is  complicated  by  the  choice  of  central  tendency  measures,  with  most  studies 
choosing  to  report  the  value  of  the  median  (without  descriptive  qualifiers),  which  makes  it  impossible  to  access 
information  about  the  statistical  'outliers'  (those  clients  who  are  younger,  or  who  inject  more  or  less  frequently). 
Additional ly,  there  would  be  an  important  advantage  in  comparing  groups  who  have  access  to  needle  exchange  versus  those 
who  have  no  access  as  studies  that  include  comparison  group(s)  are  able  to  provide  a referent  for  describing 
characteristics  of  clients.  Where  feasible,  enhancing  ongoing  studies  focusing  on  the  i ssues  of  needle  hygiene  and/or 
needle/syringe  exchange,  is  encouraged. 

Investigators  are  required  to  offer  HIV  testing  and  counseling  in  accordance  with  current  guide l ines  to  subjects 
identified  as  being  at  risk  for  HIV  acquisition  or  transmission.  In  high  risk  populations,  investigators  are  encouraged 
to  assess  the  effects  of  new  interventions  on  the  acquisition  and  transmission  of  infectious  diseases,  including  HIV. 

Methodology 

^ Independent  information  can  include,  but  need  not  be  limited  to: 

1 . Macro  Level  Factors/Social  Envi ronment.  Needle  avai lability,  access ibi lity,  and  laws  and  regulations  governing 
access  to  and  possession  of  paraphernalia  in  regards  to  both  bleach  distribution  and  needle  exchange  programs  and  the 
effects  of  these  factors  on  needle  sharing  (direct  3nd  indirect),  bleach  distribution,  disinfecting  equipment. 
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2.  Social  Context  of  Drug  Using  Behaviors.  Characteristics  of  injection  locations  (e.g.,  access  to  running  water, 
bathrooms,  etc),  types  and  amounts  of  drugs  used,  drug  preparation  techniques,  types  of  injection  equipment  used,  factors 
that  appear  to  limit  or  enhance  needle  sharing  and  disinfection. 

3.  Social  Network  Factors.  Research  on  the  structural  characteristics  of  drug  user  networks  are  encouraged  and  norms 
that  govern  these  behaviors,  characteristics  of  individuals  present  in  the  injection  situation  (participants  and 
nonparticipants);  others  with  whom  the  respondent  injects  (race/ethnicity,  gender,  relationships  that  may  affect  the 
order  of  who  injects  first);  cleaning  or  disinfectant  behavior  if  equipment  is  shared;  conversations  that  include 
discussions  of  HIV,  AIDS,  HIV  prevention. 

4.  Micro  Level/Individual  Factors.  Behavioral  data  on  how  respondents  usually  acquire  needles  (access),  and  with  what 
difficulty  (barriers);  respondents'  participation  in  an  HIV  intervention  program  and  what  is  recalled;  individual  changes 
in  drug  use,  injection,  and  disinfection  behaviors  over  time;  subgroup  changes  in  these  behaviors;  and  intervention 
components,  if  any,  that  account  for  the  change. 

5.  Efficacy  of  Interventions.  Evaluation  of  different  behavior  change  interventions  and  identifying  subgroup 
characteristics  as  a function  of  which  intervention  produces  risk  reduction,  analyzing  changes  in  behavioral  risk  as 
a function  of  intervention,  evaluating  the  extent  (with  a special  focus  on  the  duration)  of  change  as  it  relates  to  type 
of  intervention  employed. 

6.  Demand  for  and  Utilization  of  Risk  Reduction  Services.  Bleach  distribution,  impact  of  preventive  services  on 
adoption  of  preventive  behaviors.  Cost  associated  with  providing  services  to  various  at  risk  populations. 

7.  Interface  with  Drug/Medical  Treatment  System.  Evaluation  of  effective  methods  of  referral  to  medical  and  drug 
treatment;  evaluation  of  participation  in  the  NEP  on  medical  treatment  adherence;  effects  on  probability  and  duration 
of  drug  relapse  and  maintenance  of  risk  reduction  during  relapse;  effects  of  NEP  sites  located  close  to  drug  treatment 
programs  (methadone  or  drug  free  programs),  hospitals,  psychiatric  facilities,  homeless  shelters  or  other  facilities 
that  attract  concentrations  of  individuals  who  are  vulnerable  to  initiating  drug  injection,  relapsing  to  drug  use  or 
injection,  having  sex  with  injection  users  or  becoming  victims  of  crime  associated  with  injection  users,  effects  on 
treatment  seeking  and  retention  into  treatment. 

8.  Program  Design  Issues.  Influence  on  NEP  program  effectiveness  of  hours  of  operation,  distribution  of  bleach  and 
condoms,  distribution  of  other  paraphernalia,  (e.g.,  cotton,  cookers),  access  to  HIV  testing  and  counseling  and  medical 
care  on  site,  availability  of  other  social  services,  additional  educational  efforts,  forms  of  assurance  of 
conf i dent i a l i ty/anonymi ty . 

9.  Equipment  Infectivity  and  Sharing  Issues.  Use  of  a syringe  tracking  and  biological  (e.g.,  HIV,  hepatitis  B virus, 
amount  of  blood,  blood  type,  antibody,  DNA  "fingerprint")  testing  system  to  measure  the  effects  of  the  NEP  on  levels 
of  infectivity  and  sharing  as  well  as  circulation  times  of  syringes  and  effectiveness  of  cleaning.  Consistent  NEP 
participants  may  be  compared  with  samples  of  inconsistent  participants  and  non-participants  with  respect  to  these 
parameters;  sharing  networks  may  be  identified  and  tracked;  needle/syringe  dynamics  may  be  elucidated  and  equipment  from 
community  sites  may  be  compared  with  that  distributed  by  the  NEP. 

Conceptual  and  methodological  research  from  a social  network  perspective  is  encouraged,  and  not  only  relying  on  the  index 
subject,  but  linked  data  to  his  or  her  drug  user  contact  and  other  network  members  will  help  to  address  unanswered 
questions. 

In  summary,  qualitative  and  quantitative  evaluations  of  NEPs  should  contribute  to  our  understanding  about  what  works 
(intervention  components),  in  which  communities  does  it  work  (given  varying  epidemiological  and  social  demographic 
characteristics),  with  whom  does  it  work  (subgroups),  and  how  much  does  it  cost. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  tern®  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully  the 
feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  fray 
not  be  feasible  or  appropriate  in 'all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 
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For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Appl  ications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
AIDS-related  application  deadlines  as  indicated  in  the  application  kit. 

Appl  i cat i on  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grant  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  240,  Bethesda, 
HD  20892,  telephone  301-594-7248.  The  title  and  number  of  the  program  announcement  must  be  typed  in  Item  2a  on  the  face 
page  of  the  application. 

The  completed  original  and  five  permanent,  legible  copies  of  the  PHS  398  form  must  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary  DHHS 
grant  programs.  Applications  received  under  this  program  announcement  will  be  assigned  to  an  initial  review  group  (IRG) 
in  accordance  with  established  PHS  referral  guidelines.  The  IRGs,  consisting  primarily  of  non- Federal  scientific  and 
technical  experts,  will  review  the  applications  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH 
peer  review  procedures.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial 
review.  Applications  will  receive  a second-level  review  by  an  appropriate  Advisory  Council,  whose  review  may  be  based 
on  policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  further  consideration  by  the 
Council  may  be  considered  for  funding. 

AWARD  CRITERIA 

Applications  recommended  for  further  consideration  by  an  appropriate  Advisory  Council  will  be  considered  for  funding 
on  the  basis  of  overall  scientific,  clinical  and  technical  merit  of  the  application  as  determined  by  peer  review, 
appropriateness  of  budget  estimates,  program  needs  and  balance,  policy  considerations,  adequacy  of  provisions  for  the 
protection  of  hunan  subjects,  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Richard  Needle,  Ph.D.,  H.P.H. 

Community  Research  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  9A-30 
Rockville,  MD  20857 
Telephone:  (301)  443-6720 

Direct  inquiries  regarding  fiscal  matters  to: 

Gary  Fleming,  J.D.,  M.A. 

Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Section  301  and  administered  under  PHS  grants  policies  and  Federal  Regulations  of  Title 
42  CFR  52  "Grants  for  Research  Projects",  Title  45  CFR  Part  74  and  92,  "Administration  of  Grants"  and  45  CFR  Pert  46, 
"Protection  of  Human  Subjects".  Title  42  CFR  Part  2,  "Confidentiality  of  Alcohol  and  Drug  Abuse  Patient  Records"  may 
be  applicable  to  these  awards.  Title  42  Part  241(d)  "Certificates  of  Confidentiality  and  Communicable  Disease  Reporting" 
will  also  apply.  Program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372. 
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ECONOMIC  STUDIES  IN  CANCER  PREVENTION.  SCREENING  AMD  CARE 


NIH  GUIDE.  Volume  22,  Number  40,  November  5,  1993 
PA  NUMBER:  PA-94-011 

P.T.  34;  K.W.  0408006,  0715035,  0745027,  0730050 

National  Cancer  Institute 

Agency  for  Health  Care  Policy  and  Research 

PURPOSE 

The  Division  of  Cancer  Prevention  and  Control  (DCPC),  National  Cancer  Institute  (NCI)  and  the  Agency  for  Health  Care 
Policy  and  Research  (AHCPR)  invite  investigator- initiated  grant  applications  for  research  directed  at  increasing  the 
knowledge  base  in  the  area  of  the  economic  aspects  of  cancer  prevention,  screening  and  care.  The  goal  of  this  program 
announcement  is  to  generate  new  economic  knowledge  that  will  promote  the  optimal  design  of  cancer  prevention  and  control 
trial  studies  and  interventions  and  will  facilitate  the  formulation  of  effective  health  care  policy  related  to  cancer 
prevention  and  control.  This  initiative  requests  research  applications  on  new  methods  development,  the  synthesis  and 
extension  of  existing  methods,  and  innovative  data  gathering  strategies.  Applications  that  propose  to  implement  actual 
data  collection  on  a pilot  or  full-scale  basis  as  well  as  analytical  studies  that  use  existing  data  and  methodology  will 
be  entertained. 

The  focus  of  this  Program  Announcement  (PA)  relates  to  the  general  health  services  and  medical  treatment  effectiveness 
research  supported  by  the  AHCPR  for  a wide  range  of  clinical  conditions,  including  cancer.  For  example,  AHCPR  is 
presently  supporting,  and  continues  to  be  interested  in,  research  on  the  analysis  of  health  care  costs,  the  measurement 
of  patient  outcomes,  the  cost  effectiveness  of  health  care  services  and  procedures,  and  the  development  of  methods  used 
in  studies  of  the  quality  and  outcomes  of  care.  Related  research  priorities  for  AHCPR  are  described  in:  PA-93-045  "Cost 
and  Financing  Issues  in  Health  Care  Reform",  PA-93-063  "Primary  Care  and  Health  Care  Reform",  and  RFA  HS-94-002  "Medical 
Treatment  Effectiveness  Research." 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Economic 
Studies  in  Cancer  Prevention,  Screening,  and  Care,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000“  (Full  Report:  Stock  No.  017-001-00474-0  or  Surma ry  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325, 
telephone  202-783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit,  public  and  private  organizations,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  research  project  grant  (R01).  Applicants 
will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  Except  as  otherwise  stated  in 
this  PA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy 
Statement,  DHHS  Publication  No.  (OASH)  90-50,000. 

Because  the  nature  and  scope  of  research  proposed  in  response  to  this  PA  may  vary,  it  is  anticipated  that  the  size  of 
award  will  vary  also.  The  anticipated  amount  of  the  direct  costs  per  award  will  vary  from  $50,000  to  $500,000  per  year. 
Expenses  incurred  in  development  and  implementation  of  the  proposed  research,  including  baseline  and  follow-up  surveys, 
design  of  materials,  and  professional  education  are  allowable  costs. 

RESEARCH  OBJECTIVES 

This  initiative  supports  research  directed  at  increasing  our  understanding  of  economic  aspects  of  cancer  prevention, 
screening  and  care.  Cancer  is  a heterogeneous  chronic  disease  characterized  by  innovation  in  treatment  and  care 
approaches.  Studies  that  cover  the  national  population  of  all  ages  on  an  episodic  basis  fail  to  capture  an  adequate 
sample  of  cancer  patients  or  the  full  scope  and  duration  of  cancer  costs.  Studies  that  focus  on  a convenience  sample 
of  cancer  patients  in  a single  health  care  delivery  setting  or  community  can  be  criticized  as  lacking  external  validity. 
Studies  proposed  in  response  to  this  PA  will  be  expected  to  address  these  issues  and  propose  innovative  methods  of 
overcoming  these  limitations. 

Three  broad  topics  are  included  in  this  PA: 

o The  cost  of  cancer  treatment  and  care  in  various  organizational  settings. 

o Collection  of  economic  data  in  the  context  of  clinical  trials  and  the  use  of  economic  data  and  analysis  in  the  design 
of  trials. 

o Cost-effectiveness  of  cancer  prevention  and  screening  trials  and  cancer  prevention  and  control  interventions. 

The  purpose  of  this  PA  is  to  solicit  collaborative  research  between  academics  in  the  fields  of  health  economics  and 
health  services  research  and  clinical  researchers  in  cancer. 
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The  specific  research  goals  of  this  PA  are: 

1.  The  cost  of  cancer  treatment  and  care  in  various  organizational  settings 

To  develop  and  validate  methods  for  collecting  reliable  and  representative  data  on  longitudinal  patterns  of  health  care 
resource  use,  expenditures  and  costs  for  cancer  prevention,  screening,  diagnostic,  treatment,  and  care  in  various 
organizational  settings. 

To  develop  and  validate  methods  for  collecting  reliable  and  representative  data  on  the  cost  of  continuing  care  for  cancer 
patients.  These  costs  include  not  only  out-of-pocket  costs  for  medical  treatment  and  related  expenses  but  also  other 
monetary  and  non-monetary  disease  and  treatment  costs  to  the  cancer  patient  and  the  family  of  the  cancer  patient. 

To  explore  alternative  proposed  and  existing  models  of  out-patient  and  home-based  continuing  care  for  cancer  patients 
in  order  to  determine  efficient  modes  of  organization  that  provide  access  to  and  meet  the  continuing  care  needs  of  cancer 
patients  and  their  families. 

2.  Collection  of  economic  data  in  the  context  of  clinical  trials  and  the  use  of  economic  data  and  analysis  in  the  design 
of  trials 

To  determine  the  cost  of  the  health  care  intervention  (e.g.,  cancer  prevention,  control,  treatment  or  rehabilitation) 
in  NCI  sponsored  trial  settings  compared  to  standard  cancer  control  and  treatment  settings. 

To  determine  the  feasibility  of  collecting  data  on  direct  and  indirect  lifetime  costs  in  the  context  of  clinical  trials. 
To  collect  data  on  direct  and/or  indirect  lifetime  cost  in  the  context  of  a clinical  trial. 

3.  Cost-effectiveness  of  cancer  prevention  and  screening  trials  and  cancer  prevention  and  control  interventions 

To  review  and  evaluate  the  existing  conceptual  basis,  methodology  and  application  of  cost  effectiveness  analysis  to 
cancer  related  interventions.  Studies  should  identify  conceptual,  methodological  and  data  collection  problems  unique 
to  cancer  related  interventions  and  propose  solutions  to  these  problems.  Studies  should  also  include  an  evaluation  of 
the  appropriate  role  of  cost  effectiveness  analysis  in  policy  formulation  related  to  cancer  and  how  this  role  relates, 
or  should  relate,  to  medical  ethics,  equity  and  fairness,  and  community  values. 

To  determine  the  cost  effectiveness  of  NCI  sponsored  cancer  prevention  and  screening  trials.  Studies  should  include 
an  analysis  of  the  important  determinates  of  cost  effectiveness,  the  level  of  uncertainty  of  these  determinates,  and 
how  these  determinates  might  be  effected  by  alternative  trial  designs. 

To  determine  the  cost  effectiveness  of  cancer  prevention  and  control  interventions  as  implemented  through  the  health 
care  system.  Studies  should  include  an  analysis  of  the  important  determinates  of  cost  effectiveness,  the  level  of 
uncertainty  of  these  determinates,  and  how  these  determinates  might  be  effected  by  alternative  health  care  delivery 
settings  and  health  care  policies.  The  relevance  of  cost  effectiveness  analysis  for  the  particular  question  studied 
should  be  demonstrated  by  showing  that  it  contributes  additional  information  to  the  health  care  decision  making  process 
than  would  be  available  from  clinical  trial  efficacy  information  alone. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  and  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  must  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  (revised  9/91)  in 
Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  the  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  [i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics] . The  rationale  for  studies  on  single 
minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  htjnan  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 
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If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  Research  Plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  the  NIH  are  required  to  address  these  policies.  NIH  funding 

components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

In  cases  where  the  proposed  study  involves  collaboration  with  an  ongoing  NCI  sponsored  trial  the  application  must  include 
a letter  from  the  principal  investigators  of  that  trial  indicating  the  latter's  endorsement  of  the  proposed  study  and 
willingness  to  collaborate.  Any  grant  proposing  association  with  an  existing  NCI  trial  would,  of  course,  have  to  be 
approved  by  NCI  grants  or  contracts  administration  and  by  the  project  officer  to  the  existing  trial  before  submission. 
All  regulations  involving  hunan  subjects  and  release  of  data  applicable  to  the  original  trial  would  apply  to  the 
supplemental  grant. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  The  application 
package  is  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7248.  The  title  and  nunber  of  the  announcement  must  be  typed  in  line  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Appl  ications  will  be  assigned  to  the  appropriate  PHS  study  section,  by  the  Division  of  Research  Grants  on  the  basis  of 
established  Public  Health  Service  referral  guidelines.  Applications  will  be  reviewed  by  the  study  section  for  scientific 
and  technical  merit  in  accordance  with  standard  PHS  peer  review  procedures.  The  following  criteria  will  be  considered 
when  assessing  the  merit  of  a research  grant  application: 

o scientific,  technical  or  clinical  significance  and  originality  of  proposed  research; 

o appropriateness  and  adequacy  of  the  experimental  approach  and  methodology  proposed  to  carry  out  the  research; 

o qualifications  and  research  experience  of  the  Principal  Investigator  and  staff,  particularly  but  not  exclusively  in 
the  area  of  the  proposed  research; 

o availability  of  resources  necessary  for  the  research; 

o appropriateness  of  the  proposed  budget  and  timetable  in  relation  to  the  scope  of  the  proposed  research; 

o adequacy  of  the  proposed  means  for  protecting  against  or  minimizing  potential  adverse  effects  upon  humans,  vertebrate 
animals,  and/or  the  environment;  and 

o for  studies  involving  minorities  and  both  genders  subjects  in  research,  the  adequacy  of  plans  to  include  minorities 
end  both  genders  in  the  study  design,  and  the  potential  of  that  design  to  address  the  scientific  question(s)  addressed. 

AWARD  CRITERIA 

Appl  ications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  that  ICD.  The  following 
will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA,  or  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive,  are  encouraged.  The  Program  Director  welcomes  the  opportunity  to  clarify 
any  issues  or  questions  from  potential  applicants. 

Martin  L.  Brown 

Division  of  Cancer  Prevention  and  Control 

National  Cancer  Institute 

Executive  Plaza  North,  Suite  300 

Bethesda,  MD  20892 

Telephone:  (301)  496-8500 

FAX:  (301)  496-866 7 
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Direct  inquiries  regarding  budgetary,  administrative,  and/or  policy  issues  to: 


Mrs.  Ei leen  H.  Natol i 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  242 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399,  Cancer  Control  Research.  Awards 
are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74  and  92.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


* *THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPUCA  TIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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This  publication  is  available  electronically  to  institutions  via  BTTNET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


NOTICES 

REVISED  CRITERIA  FOR  EVALUATING  PRE-  AMD  POSTDOCTORAL  INDIVIDUAL  NATIONAL  RESEARCH  SERVICE  AWARDS 

NIH  GUIDE.  Volume  22,  Number  41,  November  12,  1993 
P.T.  22;  K.U.  0720005,  1014006 
National  Institute  of  Nursing  Research 

The  National  Institute  of  Nursing  Research  (NINR)  has  revised  the  criteria  for  evaluating  Predoctoral  and  Postdoctoral 
Individual  National  Research  Service  Awards  (F31  and  F32).  Copies  of  new  guidelines  are  being  mailed  to  schools  and 
colleges  of  nursing,  but  faculty  and  potential  applicants  may  request  a copy  from: 

Ms.  Anissa  Nash 

National  Institute  of  Nursing  Research 
Building  31,  Room  5B03 
Bethesda,  MD  20892 
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NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 

TERRY  BE1RN  COMMUNITY  PROGRAMS  FOR  CLINICAL  RESEARCH  ON  AIDS  STATISTICAL  CENTER 


NIH  GUIDE.  Volune  22,  Number  41,  November  12,  1993 
RFP  AVAILABLE:  NIH-NIAID-DAIDS-95-01 
P.T.  34;  K.U.  0715008,  0755018 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Division  of  AIDS  (DAIDS),  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  has  a requirement  for  the 
continuation  of  the  Terry  Beirn  Community  Programs  for  Clinical  Research  on  AIDS  (CPCRA)  Statistical  Center  to  work  in 
partnership  with  a series  of  CPCRA  research  units  awarded  to  communi ty- based  health  organizations.  The  objective  of 
this  contract  is  to  bring  statistical  expertise  to  the  design  and  analysis  of  communi ty- based  clinical  research  and 
provide  central  data  management  of  research  data,  thus  contributing  to  improving  the  clinical  management  of  persons  with 
HIV  disease. 

This  Request  for  Proposals  (RFP)  represents  the  recompetition  of  the  CPCRA  Statistical  Center,  with  an  October  1994  award 
date.  Necessary  functions  relevant  to  this  activity  include:  providing  leadership  with  regard  to  experimental  design, 
sample  size,  protocol  feasibility,  data  analysis,  and  other  statistical  issues  involving  protocol  development, 
implementation,  and  analysis;  performing  interim  and  final  statistical  analyses  and  being  substantially  involved  in  the 
writing  of  scientific  papers;  conducting  methodological  research  on  the  efficient  design,  conduct,  and  analysis  of 
community-based  clinical  research  studies;  performing  cross-study  analyses  to  identify  new  leads  regarding  prognostic 
factors  and  late  treatment  effects;  designing  and  implementing  a program  to  provide  training  to  CPCRA  participants  with 
respect  to  statistical  and  data  management  issues,  including  protocol -specific  training;  serving  on  relevant  CPCRA 
committees;  providing  for  central  registration  of  patients  and  for  randomization  where  appropriate;  identifying 
information  to  be  included  in  protocol -specific  research  records,  developing  study  forms,  and  defining  the  computerized 
database;  providing  for  centralized  data  entry  for  all  research  studies  as  well  as  computer  processing,  storage,  and 
retrieval  of  data  at  a central  data  management  facility  using  a commercial  (nonproprietary)  database  management  system; 
designing  and  implementing  quality  assurance  procedures  to  evaluate  the  validity  and  completeness  of  data  collected; 
and  preparing  and  distributing  a variety  of  reports,  operation  manuals,  and  related  material. 

To  perform  the  required  work,  the  Contractor  must  be  able  to  provide:  experience  as  a statistical  and  data  management 
center  for  multicenter  clinical  trials  research  efforts;  Ph.D. -level  statisticians  with  experience  and  expertise  in 
statistical  techniques  required  for  the  analysis  of  clinical  trials;  experience  in  active  collaborations  with  clinicians 
in  the  design,  conduct,  and  analysis  of  clinical  trials;  access  to  large-capacity  computer  facility;  and  experience  in 
the  various  activities  described  above. 

This  is  an  announcement  for  an  anticipated  RFP.  The  issuance  of  RFP  NIH-NIAID-DAIDS-95-01  will  be  available  on  or  about 
November  22,  1993,  and  proposals  will  be  due  by  4:30  p.m. , local  time,  on  February  15,  1994.  It  is  anticipated  that 
one  contract  will  be  awarded  as  a result  of  this  solicitation.  It  is  expected  that  the  contract  will  have  a seven-year 
period  of  performance,  and  a completion  cost-reimbursement  type  contract  is  anticipated. 

INQUIRIES 

Provide  this  office  with  five  self-addressed  mailing  labels.  Telephone  inquiries  will  not  be  honored,  and  all  inquiries 
must  be  in  writing.  A short-form  version  of  the  RFP  will  be  provided  first,  which  includes  only  the  Statement  of  Work, 
Reporting  Requirements,  and  the  Evaluation  Criteria  to  be  used  for  selection  of  the  awardees.  After  examining  this, 
a full -text  version  of  the  RFP  must  be  requested,  in  writing,  for  those  offerors  interested  in  responding.  FAX  requests 
are  acceptable  for  full  text  versions  of  the  RFP  only.  All  proposals  from  responsible  sources  will  be  considered  by 
the  NIAID.  This  advertisement  does  not  commit  the  Government  to  award  a contract.  No  collect  calls  will  be  accepted. 

Requests  for  the  RFP  are  to  be  directed  in  writing  to: 

Ms.  Nancy  M.  Hershey 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

FAX:  (301)  402-0972 
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DEVELOPMENT  AND  MANUFACTURE  OF  DOSAGE  FORMS  OF  COMPOUNDS  UITH  POTENTIAL  FOR  TREATMENT  OF  INFECTIOUS  DISEASES 


NIH  GUIDE.  Volume  22,  Number  41,  November  12,  1993 
RFP  AVAILABLE:  NIH-NIAID-DAIDS-95-03 
P.T.  34;  K.U.  0715125,  0740021 

National  Institute  of  Allergy  and  Infectious  D i seases 

The  Developmental  Therapeutics  Branch,  Basic  Research  and  Development  Program,  Division  of  AIDS  of  the  National  Institute 
of  Allergy  and  Infectious  Diseases  (NIAID)  has  a requirement  for  the  development  and  manufacture  of  dosage  forms  of 
potential  therapeutic  agents  that  are  intended  for  evaluation  in  Phase  I and  Phase  II  clinical  protocols.  The  contractor 
will  be  required  to:  determine  suitable  formulations  for  therapeutic  agents,  evaluate  new  formulation  compositions  and 
technologies,  manufacture  dosage  formulations,  evaluate  bulk  drug  substances  using  appropriate  analytical  assays,  and 
conduct  quality  control  testing  of  manufactured  dosage  forms.  The  Request  for  Proposals  (RFP)  contains  two  mandatory 
qualification  criteria:  (1)  pharmaceutical  companies  are  excluded  from  participating  as  a prime  contractor  or 
subcontractor  and  (2)  at  the  time  of  the  Best  and  Final  Offers,  the  Offeror  must  be  capable  of  manufacturing 
pharmaceutical  materials  in  compliance  with  current  Good  Manufacturing  Practice  (GMP)  regulations  (21  CFR  210-211). 
This  announcement  is  for  the  recompetition  of  a current  contract  the  ended  October  25,  1993.  RFP  NIH-NIAID-DAIDS-95-03 
was  issued  November  1,  1993,  and  proposals  will  be  due  by  COB  February  15,  1994.  It  is  anticipated  that  one  level-of- 
effort  type  cost  reimbursement  contract  will  be  awarded  and  the  period  of  performance  for  this  contract  will  be  five 
years. 

A short-form  version  of  the  RFP  will  be  available,  for  informational  purposes,  which  includes  the  background  information, 
the  full  Statement  of  Work,  Evaluation  Criteria,  and  the  Reporting  Requirements.  There  is  sufficient  information  in 
this  document  to  enable  prospective  offerors  to  determine  if  they  have  the  expertise/capability  to  meet  the  Government's 
requirements.  A full-text  version  is  also  available,  which  includes  all  the  necessary  information,  business  forms,  etc., 
to  submit  a proposal.  There  are  a limited  number  of  full-text  versions  available.  Therefore,  request  the  short-form 
RFP  first,  then  the  full-text  version  only  if  you  intend  to  submit  a proposal.  All  requests  must  be  in  writing.  Specify 
if  you  are  requesting  the  short-version  or  full-text  version  of  the  RFP  (if  no  distinction  is  made,  the  short-form 
version  will  be  sent).  Fax  responses  are  acceptable, 

but  it  is  preferred  that  requests  be  submitted  in  writing  with  two  self-addressed  mailing  labels  attached  to  ensure 
proper  delivery.  All  proposals  from  responsible  sources  will  be  considered  by  the  NIAID.  This  advertisement  does  not 
commit  the  Government  to  award  a contract. 

INQUIRIES 

Requests  for  the  RFP  are  to  be  directed  in  writing  to: 

Mr.  Ross  Kelley 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-2509 

FAX:  (301)  402-0972 


PHARMACEUTICAL  SUPPORT  FOR  PRE-CL1NICAL  EVALUATION  OF  ANTIRETROVIRAL  AND  ANTI-INFECTIVE  AGENTS 

NIH  GUIDE.  Volume  22,  Number  41,  November  12,  1993 
RFP  AVAILABLE:  NIH-NIAID-DAIDS-95-04 
P.T.  34;  K.U.  0740012,  0740025 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  National  Institutes  of  Health  (NIH),  supports  the 
discovery,  precl inical , and  clinical  development  of  compounds  to  treat  infectious  diseases.  The  purpose  of  this 
solicitation  is  to  provide  analytical  and  pharmaceutical  support  to  the  drug  discovery  effort  in  the  areas  of  analytical 
method  development  and  quality  control  of  chemicals  and  pharmaceuticals.  Responsibilities  of  the  contractor  will 
include:  characterization  of  the  identity  and  purity  of  the  drug  substance,  preformulation  determinations  of  compound 
solubility  and  stability,  analysis  of  pharmaceutical  dosage  forms,  and  extensions  of  the  analytical  methodologies  to 
the  detection  of  the  drug  in  selected  biological  fluids.  The  current  contract  will  expire  on  October  25,  1994.  This 
solicitation  is  to  re-compete  this  effort.  A portion  of  the  work  under  this  contract  may  require  use  of  a laboratory 
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in  compliance  with  current  Good  Laboratory  Practice  (GLP)  regulations,  issued  by  the  Federal  Drug  Administration  (FDA). 
In  order  to  qualify  for  an  award,  the  offeror  must  either  have  a laboratory  facility  in  compliance  with  GLP  regulations 
or  must  propose  a subcontract  with  such  a laboratory  facility.  This  is  an  announcement  for  an  anticipated  Request  for 
Proposal  (RFP).  RFP  NIH-NIAID-DAIDS-95-04  was  issued  on  November  1,  1993,  and  proposals  will  be  due  by  the  close-of- 
business  February  15,  1994.  It  is  anticipated  that  one  level-of-effort  type  cost -reimbursement  contract  will  be  awarded 
for  a five  year  period  to  carry  out  analytical  method  development  and  pharmaceutical  analysis  of  therapeutic  agents  and 
dosage  forms  as  a result  of  this  solicitation. 

A short-form  version  of  the  RFP  will  be  available  for  informational  purposes,  which  includes  the  background  information, 
full  Statement  of  Work  and  Evaluation  Criteria,  and  the  Reporting  Requirements.  There  is  sufficient  information  in  this 
document  to  enable  prospective  offerors  to  determine  if  they  have  the  expert ise/capabi l i ty  to  meet  the  Government's 
requirements.  A full-text  version  is  also  available,  which  includes  all  the  necessary  information,  business  forms,  etc., 
to  submit  a proposal.  There  are  a limited  number  of  full-text  versions  available.  Therefore,  request  the  short  form 
RFP  first,  then  the  full-text  version  only  if  you  intend  to  submit  a proposal.  Telephone  inquiries  will  not  be  honored. 
Specify  if  you  are  requesting  the  short-form  or  full-text  version  of  the  RFP  (if  no  distinction  is  made,  the  short-form 
version  will  be  sent).  FAX  responses  are  acceptable,  but  it  is  preferred  that  requests  be  submitted  in  writing  with 
two  self-addressed  mailing  labels  attached  to  ensure  proper  delivery.  All  proposals  from  responsible  sources  will  be 
considered  by  the  NIAID.  This  advertisement  does  not  commit  the  Government  to  award  a contract. 

INQUIRIES 

Requests  for  the  RFP  are  to  be  directed  in  writing  to: 

Mr.  Bruce  E.  Anderson 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

FAX:  (301)  402-0972 


RESYNTHESIS  OF  POTENTIAL  THERAPEUTIC  AGENTS  FOR  TREATMENT  OF  INFECTIOUS  DISEASES 

NIH  GUIDE.  Volume  22,  Number  41,  November  12,  1993 
RFP  AVAILABLE:  NIH-NIAID-DAIDS-95-05 
P.T.  34;  K.U.  0740020,  1003006,  0715125 
National  Institute  of  Allergy  and  Infectious  Diseases 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  National  Institutes  of  Health  (NIH),  supports  a number 
of  programs  designed  to  identify  and  develop  promising  therapeutic  agents  active  against  a wide  spectrum  of  infectious 
agents,  including  HIV,  tuberculosis,  and  viral  and  non-viral  opportunistic  infections  associated  wi th  the  Acquired  Immune 
Deficiency  Syndrome  (AIDS).  Many  of  these  research  endeavors  require  pharmaceutical  research  and  development  resources 
such  as  chemical  resynthesis,  pharmaceutical  analysis,  and  preparation  of  pharmaceutical  dosage  forms  to  provide 
therapeutic  agents  of  sufficient  quantity  and  quality  to  permit  a proper  evaluation  of  their  efficacy  and  safety.  The 
purpose  of  this  solicitation  is  to  provide  a contract  for  resynthesis  and  acquisition  of  chemicals  for  testing  as  anti- 
infective  agents.  These  chemicals  will  be  used  to  prepare  dosage  forms  for  clinical  evaluation  and  for  use  in  animal 
models  of  infectious  diseases,  toxicological  studies,  as  required  to  support  the  Government's  ongoing  evaluation  of  these 
agents.  The  Division  of  AIDS  (DAIDS),  NIAID  previously  awarded  a contract  to  provide  a chemical  resynthesis  capability 
on  a scale  of  1-1 OOOg  to  support  the  drug  discovery  effort  for  infectious  diseases.  The  current  contract  will  expire 
in  October  1994.  The  anticipated  contract  will  be  a set-aside  for  small  business  concerns.  The  Government's 
requirements  specify  the  following  two  mandatory  qualification  criteria  that  must  be  met:  (1)  Neither  the  Offeror  nor 
a proposed  subcontractor  may  be  a pharmaceutical  company,  defined  as  an  organization  that  sells  drugs  or  other 
therapeutic  agents  to  the  general  public  for  profit  and  (2)  The  Offeror  must  be  able  to  manufacture  pharmaceutical 
materials  in  compliance  with  current  Good  Manufacturing  Practice  regulations  (21  CFR  210-211)  at  time  of  Best  and  Final 
Offers.  Documentation  of  this  capability  is  required.  This  is  an  announcement  for  an  anticipated  Request  for  Proposals 
(RFP).  RFP  NIH-NIAID-DAIDS-95-05  was  issued  on  November  1,  1993  and  proposals  will  be  due  the  close- of -business 
February  15,  1994.  It  is  anticipated  that  one  (1)  level-of-effort  type  cost-reimbursement  contract  will  be  awarded  for 
a five  year  period  to  carry  out  requested  scale  up  and/or  modify  the  synthetic  procedure  to  yield  increasingly  larger 
batches  as  required  for  the  further  evaluation  on  new  agents. 

A short-form  version  of  the  RFP  will  be  available,  for  informational  purposes,  which  includes  the  background  information, 
full  Statement  of  Work  and  Evaluation  Criteria,  and  the  Reporting  Requirements.  There  is  sufficient  information  in  this 
document  to  enable  prospective  offerors  to  determine  if  they  have  the  experience/capability  to  meet  the  Government's 
requirements.  A full-text  version  is  also  available,  which  includes  all  the  necessary  information,  business  forms,  etc., 
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to  submit  a proposal.  There  are  a limited  number  of  full-text  versions  available.  Therefore,  request  the  short-form 
RFP  first,  then  the  full-text  version  only  if  you  intend  to  submit  a proposal.  Telephone  inquiries  will  not  be  honored. 
Specify  if  you  are  requesting  the  short-form  or  full-text  version  of  the  RFP  (if  no  distinction  is  made,  the  short-form 
version  will  be  sent).  FAX  responses  are  acceptable, 

but  it  is  preferred  that  requests  be  submitted  in  writing  with  two  self-addressed  mailing  labels  attached  to  ensure 
proper  delivery.  All  proposals  from  responsible  sources  will  be  considered  by  the  NIAID.  This  advertisement  does  not 
commit  the  Government  to  award  a contract. 

INQUIRIES 

Requests  for  the  RFP  are  to  be  directed  in  writing  to: 

Ms.  Merilee  Rahe-Stoline 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

FAX:  (301)  402-0972 


TUBERCULOSIS  PREVENTION  AND  CONTROL  RESEARCH 
NIH  GUIDE.  Volume  22,  Number  41,  November  12,  1993 
RFP  AVAILABLE:  NIH-NIAID-DMID-94-22 
P.T.  34;  K.U.  0715165,  1002027 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Respiratory  Diseases  Branch,  Division  of  Microbiology  and  Infectious  Diseases  (DMID),  National  Institute  of  Allergy 
and  Infectious  Diseases  (NIAID),  has  a requirement  for  a multifaceted,  prevent  ion- focused,  clinical  and  basic  research 
effort  on  Mycobacterium  tuberculosis  and  associated  infections.  The  program  is  aimed  at  understanding  disease 
pathogenesis  and  prevention  of  infection.  The  Contractor  must  have  demonstrated  experience  in  clinical  and  basic 
research  associated  with  Mycobacterium  tuberculosis.  Request  for  Proposals  (RFP)  NIH-NIAID-DMID-94-22  is  now  available. 
Responses  are  due  by  January  14,  1994.  It  is  anticipated  that  two  level  of  effort  contracts  will  be  awarded  with 
incremental  funding  over  a period  of  five  years.  Any  responsible  offeror  may  submit  a proposal  that  will  be  considered 
by  the  Government. 

INQUIRIES 

Interested  organizations  may  request  either  a streamlined  or  full  RFP  package.  If  no  selection  is  made,  a streamlined 
version  of  the  RFP  will  be  provided,  which  includes  only  the  Statement  of  Work,  deliverable  and  reporting  requirements, 
special  requirements,  and  mandatory  qualifications,  if  any,  and  technical  evaluation  criteria.  After  examination  of 
these  documents,  any  organization  interested  in  responding  to  the  RFP  must  request  the  entire  RFP  in  writing,  by 
telephone,  or  by  FAX  request.  This  advertisement  does  not  commit  the  Government  to  award  a contract. 

To  receive  a copy  of  this  RFP,  supply  this  office  with  two  self-addressed  mailing  labels.  Telephone  inquiries  will  not 
be  honored  and  all  inquiries  must  be  in  writing  and  addressed  to: 

Carl  Henn 

Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 
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BEHAVIORAL  THERAPIES  DEVELOPMENT  PROGRAM 


M I H GUIDE.  Volume  22,  Number  41,  November  12,  1993 

RFA  AVAILABLE:  DA-94-002 

P.T.  34;  K.W.  0404009,  0404000 

National  Institute  on  Drug  Abuse 

Letter  of  Intent  Receipt  Date:  February  11,  1994 
Application  Receipt  Date:  March  11,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  purpose  of  this  RFA  is  to  introduce  a major  research  effort  on  behavioral  therapies  for  drug  abuse  and  dependence. 
Behavioral  therapy  research  has  been  conceptualized,  for  the  purposes  of  this  initiative,  to  consist  of  three  phases. 
For  the  Behavioral  Therapies  Development  Program  to  succeed,  it  is  essential  that  all  three  phases  of  behavioral  therapy 
research  receive  appropriate  support.  Therefore,  it  is  the  intention  of  the  National  Institute  on  Drug  Abuse  (NIDA) 
to  support:  (1)  Phase  I research  (including  the  development,  refinement,  and  pilot  efficacy  testing  of  behavioral 
interventions  for  drug  dependence);  (2)  Phase  II  research  (efficacy  testing  and  replication  of  promising  piloted 
behavioral  therapies;  and  (3)  Phase  III  research  (studies  to  test  the  general izabi l i ty  and  transferability  of  behavioral 
therapies  proven  efficacious  in  Phase  II  studies). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Behavioral  Therapies 
Development  Program  for  Drug  Abuse  and  Dependence,  is  related  to  the  priority  area  of  alcohol  and  other  drugs.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0  or  Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organization,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  Awards. 

MECHANISM  OF  SUPPORT 

Support  mechanisms  include:  Research  projects  grants  (R01),  small  grants  (R03),  and  FIRST  Awards  (R29).  Investigators 
may  also  respond  to  this  RFA  under  the  Interactive  Research  Project  Grant  (IRPG)  mechanism.  Additional  requirements 
for  the  IRPG  mechanism  are  described  in  PA-93-078.  Most  investigator- initiated  research  is  supported  by  regular  research 
grants.  Research  grants  are  awarded  to  institutions  on  behalf  of  Principal  Investigators  who  have  designed  and  will 
direct  a specific  project  or  set  of  projects. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  the  size  of 
the  award  will  vary  also. 

FUNDS  AVAILABLE 

It  is  anticipated  that  approximately  $3  million  will  be  available  to  support  the  first  year  of  the  behavioral  therapies 
research  program.  It  is  anticipated  that  approximately  eight  new  awards  will  be  made  under  this  announcement. 

RESEARCH  OBJECTIVES 

While  considerable  progress  has  been  made,  engagement  and  retention  in  treatment  and  relapse  following  treatment  remain 
concerns.  The  NIDA  is  undertaking  the  Behavioral  Therapies  Development  Program  with  the  goal  of  addressing  these 
concerns  and  substantially  improving  the  efficacy  of  behavioral  treatments  for  drug  abuse.  NIDA's  Behavioral  Therapies 
Development  Program  delineates  three  phases  of  behavioral  therapy  research.  Phase  I,  the  earliest  phase  of  behavioral 
therapy  research,  therapy  development,  is  viewed  as  a multi-stage  process.  It  involves  identifying  promising  clinical 
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and  research  findings  relevant  to  drug  abuse  treatment,  generating  and  formulating  new  behavioral  therapies, 
operationally  defining  the  therapies  in  manuals,  and  pilot  testing  and  refining  the  therapies.  With  the  Behavioral 
Therapies  Development  Program,  support  for  Phase  I research  is  intended  to  continue  and  intensify. 

Phase  II  research  consists  of  small-scale  efficacy  testing  of  promising  therapies  identified  in  Phase  I,  as  well  as 
studies  examining  the  efficacy  of  components  of  therapies.  Most  of  the  behavioral  treatment  research  that  NIDA  has 
supported  in  the  past  has  been  of  this  type.  Phase  II  also  involves  the  replication,  at  other  sites,  of  efficacy  studies 
with  positive  results.  Under  the  Behavioral  Therapies  Development  Program,  Phase  II  clinical  trials  and  component 
analysis  studies  will  be  emphasized  more  strongly,  as  is  the  case  for  replication  studies. 

Phase  III  entails  the  testing  of  therapies  that  have  been  shown  to  be  efficacious  in  more  than  one  controlled  Phase  II 
clinical  trial.  This  involves  establishing  the  generalizability  and  transferability  of  these  therapies  and  determining 
their  usefulness  within  communi ty- based  treatment  programs. 

For  drug  abuse  treatment  to  succeed,  it  is  essential  that  all  phases  of  behavioral  therapy  research  receive  sufficient 
emphasis  and  support.  Through  the  Behavioral  Therapies  Development  Program,  NIDA  will  greatly  increase  its  support  of 
the  early  phases  of  behavioral  therapy  development,  small-scale  controlled  clinical  trials  of  fully  developed  therapies 
(including  replications),  and  studies  in  communi ty- based  treatment  programs  of  the  most  promising  therapies  identified 
in  the  Phase  II  clinical  trials.  This  RFA  is  intended  to  introduce  this  initiative  by  encouraging  research  grant 
applications  in  any  one  of  the  three  phases  of  behavioral  therapy  research. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  February  11,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIDA  staff  to  estimate  the  potential  review  workload  and  to  avoid 
conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Director,  Office  of  Extramural  Program  Review 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10-42 
Rockville,  MD  20857 
Telephone:  (301)  443-2755 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grant  Information, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  240,  Bethesda,  MD  20892,  telephone 
301/594-7248. 

The  RFA  label  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  original  face  page. 
Failure  to  use  the  RFA  label  and  to  follow  instructions  could  result  in  delayed  processing  of  the  application  such  that 
it  may  not  reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  in  Item 
2a  on  the  face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Submit  a signed,  typewritten  original  of  the  application  and  three  signed  photocopies  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 


Director,  Office  of  Extramural  Program  Review 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10-42 
Rockville,  HD  20857 

Applications  must  be  received  by  March  11,  1994,  and  will  be  reviewed  according  to  the  following  review  schedule: 

Application  Receipt  Date:  March  11,  1994 

Initial  Review:  June  1994 

Advisory  Council:  September  1994 

Earliest  Date  of  Award:  September  1994 

REVIEW  CONSIDERATIONS 

Applications  received  under  this  RFA  will  be  assigned  to  an  initial  review  group  (IRG)  convened  by  the  NIDA  in  accordance 
with  established  PHS  referral  guidelines.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after 
the  initial  review.  Applications  will  receive  a second-level  review  by  the  National  Advisory  Drug  Abuse  Council,  whose 
review  may  be  based  on  policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  further 
consideration  by  the  Council  may  be  considered  for  funding. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1994. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Lisa  Onken,  Ph.D. 

National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10A-30 
Rockville,  MD  20857 
Telephone:  (301)  443-0108 

Di rect  inquiries  regarding  fiscal  matters  to: 

Gary  Fleming,  J.D.,  M.A. 

Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Section  301,  and  administered  under  PHS  policies  and  Federal  Regulations  at  Title  42 
CFR  52  "Grants  for  Research  Projects",  Title  45  CFR  Part  74  & 92,  "Administration  of  Grants"  and  45  CFR  Part  46, 
"Protection  of  Human  Subjects".  Title  42  CFR  Part  2,  "Confidentiality  of  Alcohol  and  Drug  Abuse  Patient  Records"  may 
also  be  applicable  to  these  awards.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


“FAILURE  TO  THRIVE"  SYNDROME  AMONG  OLDER  PERSONS 

NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 
PA  NUMBER:  PA-93-022 

P.T.  34;  K.W.  0710010,  0710095,  0715072,  0710070,  0765035 
National  Institute  on  Aging 

Effective  immediately,  the  limits  on  annual  budgets  for  applications  submitted  in  response  to  this  Program  Announcement 
(published  in  the  NIH  Guide  Vol.  21,  No.  42,  November  20,  1992)  ($175,000  for  first-year  budgets  and  analogous  limits 
for  future  years)  are  no  longer  in  effect. 

INQUIRIES 

Inquiries  regarding  this  program  announcement  may  be  directed  to: 

Geriatrics  Program 
National  Institute  on  Aging 
Gateway  Building,  Suite  3E327 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

INFANT  SLEEP  POSITION  AND  SUDDEN  INFANT  DEATH  SYNDROME  RISK 

NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 
BAA  AVAILABLE:  NICHD-CRMC-94-01 
P.T.  34;  K.W.  0715205,  0715187 

National  Institute  of  Child  Health  and  Human  Development 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  is  conducting  a study  of  sleep  positions  in  Sudden 
Infant  Death  Syndrome  (SIDS)  cases.  Research  is  to  be  conducted  into  current  infant  sleep  practices  so  that  NICHD  may 
evaluate  (1)  whether  and  to  what  extent  sleep  practices  change  as  a result  of  the  American  Academy  of  Pediatrics 
recommendation,  which  recommended  that  normal  term  infants  be  placed  on  their  side  or  back  to  sleep;  (2)  to  what  extent 
changes  in  sleep  practice  may  have  positive  or  adverse  effects  on  infant  mortality  in  the  United  States;  and  (3)  what 
are  the  relative  risks  for  those  infants  sleeping  in  various  positions  to  succumb  to  SIDS. 

To  answer  these  research  questions,  the  NICHD  plans  to  issue  a Broad  Agency  Announcement  (BAA)  for  proposals  that  address 
one  or  more  of  the  research  questions  proposed.  This  BAA  for  an  infant's  sleep  position  study  and  SIDS  risks  is  a new 
acquisition.  The  issuance  of  the  BAA  will  be  on  or  about  November  19,  1993  and  proposals  are  due  by  4:00  p.m.  (Local 
Time),  January  21,  1994. 

INQUIRIES 

Organizations  desiring  a copy  of  the  above  BAA  may  send  their  written  request  to: 

Mrs.  Lynn  Salo 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Building,  Room  7A07 
Bethesda,  MD  20892 

All  requests  must  cite  the  BAA  No.  NICHD-CRMC-94-01  and  include  two  self-addressed  mailing  labels.  All  sources  that 
consider  themselves  qualified  are  encouraged  to  submit  a proposal.  This  advertisement  does  not  commit  the  government 
to  award  a contract. 

PHARMACOKINETIC  AND  PHARMA COOYNAMI C STUDIES  FOR  MEDICATIONS  DEVELOPMENT 

NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 
RFP  AVAILABLE:  N01DA-4-8306 
P.T.  34;  K.W.  0710100,  0740025,  0755010 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  having  in-house 
capability  to  carry  out  clinical  research  on  the  pharmacokinetics  and  pharmacodynamics  of  psychoactive  drugs.  These 
studies  involve  the  moni toring  of  pharmacological  responses,  collection  of  biological  samples,  development  and  val idation 
of  analytical  methods,  identification  of  metabolites,  quantification  of  drug/metabolite  in  biological  samples,  and 
performing  statistical  and  pharmacokinetic  analysis  of  the  data.  The  correlation  of  pharmacological  responses  with 
pharmacokinetic  parameters  will  be  made.  The  offeror  must  also  indicate  possession  of  current  DEA  registration  for 
Schedule  1 1 - V substances  prior  to  award  and  apply  for  Schedule  I registration,  if  necessary.  It  is  estimated  that  a 
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three-year  contract,  which  will  include  options  for  additional  studies  as  well  as  options  for  two  additional  years,  will 
result  from  this  procurement.  Estimated  issuance  date  of  Request  for  Proposals  (RFP)  No.  N01DA-4-8306  is  November  22, 
1993  and  responses  are  due  to  be  received  in  the  Contracting  Office  45  calendar  days  thereafter. 

INQUIRIES 

Written  requests  are  to  be  forwarded  to: 

Kenneth  E.  Goodling,  Contract  Specialist 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10-49 
5600  Fishers  Lane 
Rockville,  MD  2085/ 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 

IN  VITRO  OPIOID  DETERMINATIONS  FOR  MEDICATIONS  DEVELOPMENT 

NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 
RFP  AVAILABLE:  N01DA-4-8307 
P.T.  34;  K.W.  0760055,  0760075,  0755010 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  having  in-house 
capability  to  perform  in  vitro  opioid  receptor  binding  and  functional  activity  assays.  Proprietary  test  compounds  will 
be  evaluated  in  established  assays,  and  the  resulting  data  will  be  utilized  by  the  Opiate  Treatment  Discovery  Program 
of  the  NIDA  Medications  Development  Division. 

In  addition,  the  successful  offeror  will  devote  a substantial  number  of  person  hours  to  the  development  of  new  opioid 
receptor  binding  and  functional  activity  assays.  Offerors  must  indicate  possession  of  current  DEA  registration  for 
Schedule  1 1 -V  substances  prior  to  award  and  apply  for  Schedule  I registration  at  the  time  of  award.  It  is  estimated 
that  a three-year  contract,  which  will  include  options  for  additional  studies,  will  result  from  this  procurement. 
Estimated  issuance  date  of  Request  for  Proposals  (RFP)  No.  N01DA-4-8307  is  November  22,  1993,  and  responses  are  due  to 
be  received  in  the  Contracting  Office  45  calendar  days  thereafter. 

INQUIRIES 

Written  requests  are  to  be  forwarded  to: 

Jeffrey  Weiner,  Contract  Specialist 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10-49 
5600  Fishers  Lane 
Rockville,  MD  20857 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 

IN  VITRO  INACTIVATION  OF  VIRUSES  IN  BLOOD  COMPONENTS 

NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 

RFA  AVAILABLE:  HL-94-005-B 

P.T.  34;  K.W.  0750010,  1002045 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  December  10,  1993 
Application  Receipt  Date:  February  10,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Transfusion  Medicine  Branch,  Division  of  Blood  Diseases  and  Resources,  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI ),  announces  the  availability  of  an  RFA  encouraging  basic  and  applied  research  on  the  development  of  simple, 
cost-effective  inactivation  procedures  to  destroy  the  infectivity  of  transfusion-transmitted  viruses  in  blood  and  blood 
components  while  maintaining  the  therapeutic  effectiveness  of  these  preparations. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Heathy  People  2000",  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  In  Vitro  Inactivation  of  Viruses 
in  Blood  Components,  is  related  to  the  priority  areas  of  HIV  infection,  and  immunization  and  infectious  diseases. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
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People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  of  the 
federal  government.  Awards  in  response  to  this  RFA  will  be  made  to  foreign  institutions  only  for  research  of  very 
unusual  merit,  need,  and  promise,  and  in  accordance  with  PHS  policy  governing  such  awards.  Applications  from  minority 
individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  award  and  is  a one-time 
solicitation.  Applicants,  who  will  plan  and  execute  their  own  research  programs,  are  requested  to  furnish  their  own 
estimates  of  the  time  required  to  achieve  the  objectives  of  the  proposed  research  project.  Up  to  five  years  of  support 
may  be  requested.  At  the  end  of  the  official  award  period,  renewal  applications  may  be  submitted  for  peer  review  and 
competition  for  support  through  the  regular  grant  program  of  the  NHLBI . It  is  anticipated  that  support  for  the  present 
program  will  begin  July  1,  1994.  Administrative  adjustments  in  project  period/or  amount  of  support  may  be  required  at 
the  time  of  the  award.  Since  a variety  of  approaches  would  represent  valid  responses  to  this  announcement,  it  is 
anticipated  that  there  will  be  a range  of  costs  among  individual  grants  awarded.  All  current  policies  and  requirements 
that  govern  the  research  grant  programs  of  the  NIH  will  apply  to  grants  awarded  in  connection  with  this  RFA. 

FUNDS  AVAILABLE 

It  is  anticipated  that  for  fiscal  year  1994,  $1,500,000  will  be  available  for  this  initiative.  Approximately  $750,000 
of  that  amount  will  be  provided  through  an  initiative  of  the  Advanced  Biomaterials  Program  of  the  Federal  Coordinating 
Council  for  Science,  Engineering  and  Technology  (FCCSET).  It  should  be  noted  that  award  of  grants  pursuant  to  this  RFA 
is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is  anticipated  that  about  six  to  eight  new  grants  will  be 
awarded  under  this  program.  The  specific  amount  to  be  funded  will,  however,  depend  on  the  merit  and  scope  of  the 
applications  received  and  on  the  availability  of  funds.  If  collaborative  arrangements  involve  sub-contracts  with  other 
institutions,  the  NHLBI  Grants  Operations  Branch  (telephone  301-594-7436)  should  be  consulted  regarding  procedures  to 
be  followed. 

RESEARCH  OBJECTIVES 

Recent  progress  in  inactivating  viruses  in  plasma  derivatives  has  been  highly  successful.  Safe  and  efficient 
inactivation  procedures  have  been  developed  and  are  now  widely  available.  One  of  these  methods,  which  was  developed 
under  NHLBI  support,  involves  treatment  of  material  with  organic  solvent  and  detergent. 

Conversely,  attempts  to  develop  inactivation  procedures  to  destroy  the  infectivity  of  viruses  in  blood  and  blood 
components  have  been  uniformly  unsuccessful  despite  considerable  research  activity  in  this  area.  The  fragile  nature 
of  cellular  components,  particularly  plasma  membranes,  make  them  extremely  susceptible  to  disruption  by  virucidal 
procedures.  As  a result,  the  destruction  of  viral  activity  is  often  accompanied  by  loss  of  cellular  function. 
Consequently,  whole  blood  and  cellular  components  including  red  blood  cell  concentrates,  platelet  concentrates,  and 
leukocyte  concentrates,  continue  to  carry  a risk  of  virus  transmission.  Current  risks  of  being  infected  with  a unit 
of  screened  blood  are  1 in  3,000  for  HCV,  1 in  200,000  for  HBV,  and  1 in  225,000  for  HIV. 

Over  the  past  five  years,  investigators  supported  under  an  NHLBI  RFA  program  have  explored  a number  of  different 
approaches  to  inactivate  or  remove  viruses  from  blood  and  blood  components  including  the  use  of  UV-C  irradiation, 
filtration,  hydrolyzed  diol  epoxides,  ozone,  halogenated  oxidizing  agents,  and  photoactive  dyes  for  viral  sterilization 
of  fresh  frozen  plasma,  red  blood  cell  concentrates,  and  platelet  concentrates.  While  significant  progress  has  been 
made  under  the  previous  RFA  program  toward  the  development  of  inactivation  procedures,  additional  research  is  urgently 
needed  to  better  understand  the  mode  of  action  of  these  as  well  as  other  virucidal  reagents  and  procedures  so  as  to  apply 
and  optimize  their  use  in  a blood  banking  environment. 

Furthermore,  studies  on  the  removal  of  viruses  from  biological  materials  in  ways  that  permit  the  treated  products  to 
be  used  clinically  are  also  needed  and  are  an  important  goal  of  this  RFA.  Possible  approaches  include  viral  adherence 
to  affinity  columns,  use  of  monoclonal  antibodies  for  in  vitro  neutralization,  absorption-filtration  procedures, 
centrifugal  removal  of  viruses,  and  use  of  filters  for  leukodepletion. 

In  summary,  transfusion  practices  continue  to  carry  a small  but  unacceptable  risk  of  infection  from 
transfusion-transmi tted  viruses.  The  solution  to  this  problem  is  the  development  of  inactivation  or  virus  removal 
procedures  that  do  not  destroy  the  functional  integrity  of  blood  or  blood  components.  Some  procedures  are  currently 
available  such  as  the  use  of  photochemicals  that  inactivate  nucleic  acids  and  destroy  virus  infectivity  with  minimal 
effects  on  nucleic  acid-free  red  cells  and  platelets.  What  is  needed  are  technological  advances  that  would  permit  the 
use  of  photochemicals  and  inactivation  procedures  in  an  efficient  cost-effective  fashion  that  is  compatible  with  the 
operation  of  a large-scale  blood  center.  Other  forms  of  viral  inactivation  that  maintain  the  functional  integrity  of 
blood  components  also  need  to  be  pursued.  This  program  encourages  basic  and  applied  research  on  the  development  and 
evaluation  of  procedures  to  remove  or  destroy  the  infectivity  of  transfusion-transmitted  viruses  in  blood  and  blood 
components  while  maintaining  the  therapeutic  effectiveness  of  these  preparations. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  December  10,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  Such  letters  are  requested  only  for  the  purpose  of  providing  an  indication  of  the  number  and  scope 
of  applications  to  be  received;  therefore  their  receipt  is  usually  not  acknowledged.  A letter  of  intent  is  not  binding, 
and  it  will  not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a necessary  requirement  for 
the  application. 

This  letter  of  intent  is  to  be  sent  to: 

Acting  Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

FAX:  (301)  594-7407 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  February  10,  1994.  Applications  are  to  be  submitted  on  the  research  grant  application 
form  PHS  398  (rev.  9/91).  This  form  is  available  in  an  applicant  institution's  office  of  sponsored  research  or  business 
office  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333 
Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  Division  of  Research  Grants  (DRG)  and  responsiveness 
by  the  NHLBI.  Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the 
application  is  not  responsive  to  the  RFA,  NHLBI  staff  will  contact  the  applicant  to  determine  whether  to  return  the 
application  to  the  applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review 
cycle.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  for  scientific/technical  merit  by  an 
appropriate  peer  review  group  convened  by  the  Division  of  Extramural  Affairs,  NHLBI.  The  factors  to  be  considered  in 
the  evaluation  of  scientific  merit  of  each  application  will  be  similar  to  those  used  in  the  review  of  traditional 
research  grant  applications.  The  second  level  of  review  will  be  provided  by  the  National  Heart,  Lung,  and  Blood  Advisory 
Counc i l . 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Dr.  Luiz  H.  Barbosa 

Division  of  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  504 

Bethesda,  MD  20892 

Telephone:  (301)  496-1537 

FAX:  (301)  402-4843 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Ms.  Jane  R.  Davis 

Blood  Diseases  and  Resources  Grants  Management  Section 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11 

Bethesda,  MD  20892 

Telephone:  (301)  594-7436 

FAX:  (301)  594-7492 

AUTHORITY  AND  REGULATIONS 

The  programs  of  the  Division  of  Blood  Diseases  and  Resources,  NHLBI,  are  described  in  the  Catalog  of  federal  Domestic 
Assistance  number  93.839.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42 
USC  241)  and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically  42  CFR  Part  52  and  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372,  or  to  Health 
Systems  Agency  review. 
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NEONATAL  IMMUNITY  FOR  VACC1HES 


NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 

RFA  AVAILABLE:  AI-94-003 

P.T.  34;  K.W.  0705040,  0740075,  0403020 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  January  15,  1994 
Application  Receipt  Date:  March  10,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN  AN 
INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Division  of  Allergy,  Immunotogy  and  Transplantation  (DAIT)  and  the  Division  of  Microbiology  and  Infectious  Diseases 
(DMID)  of  the  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  invite  applications  for  basic  and  preclinical 
studies  to  increase  knowledge  of  the  development  and  function  of  the  immune  system  in  the  neonate.  Applications  are 
especially  solicited  that  address  the  utilization  of  this  information  for  the  development  of  new  ant i -pathogen  vaccines 
effective  in  this  age  group.  The  knowledge  developed  through  this  initiative  would  also  be  applicable  to  the  development 
of  vaccines  for  autoimmune  and  allergic  diseases. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Neonatal  Immunity  for  Vaccines, 
is  related  to  the  priority  areas  of  diabetes  and  chronic  disabling  diseases,  and  to  immunization  and  infectious  diseases. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public 
and  private  institutions,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  not  eligible  to  apply  for  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  Awards.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  will  be  the  individual  research  project  grant  (R01)  and  the  FIRST  Award  (R29).  Responsibility 
for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total 
project  period  may  not  exceed  five  years;  foreign  awards  may  not  exceed  three  years. 

FUNDS  AVAILABLE 

The  estimated  funds  available  for  the  total  (direct  and  indirect)  first  year  costs  of  all  awards  made  under  this  RFA 
will  be  $1,500,000.  In  Fiscal  Year  1994,  the  NIAID  plans  to  fund  approximately  seven  R01s/R29s.  Applications  should 
not  request  more  than  four  percent  annual  inflationary  increases  for  future  years.  This  level  of  support  is  dependent 
on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for 
in  the  financial  plans  of  the  NIAID,  awards  pursuant  to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this 
purpose.  Funding  beyond  the  first  and  subsequent  years  of  the  grant  will  be  contingent  upon  satisfactory  progress  during 
the  preceding  years  and  availability  of  funds. 

RESEARCH  OBJECTIVES 

Background 

Infant  mortality  worldwide  and  in  our  inner  cities  is  a continuing  problem.  Infants  are  at  risk  for  overwhelming 
bacterial  and  viral  infections.  In  order  to  meet  the  Childhood  Vaccine  Initiative  goal  of  immunizing  infants  as  early 
in  life  as  possible,  greater  understanding  of  the  neonatal  immune  system  is  necessary.  A Blue  Ribbon  Panel  convened 
by  the  NIAID  in  March  of  1993  was  charged  with  developing  priorities  for  research  in  the  area  of  vaccines.  One  of  the 
areas  highlighted  by  the  panel  was  the  need  for  basic  research  in  immunology  as  it  relates  to  vaccine  research.  In 
particular,  the  panel  emphasized  the  need  for  basic  research  in  the  area  of  neonatal  immunity. 

The  immune  system  of  the  infant  is  functionally  immature.  Neonates  do  not  produce  much  immunoglobulin.  Maternal 

antibodies  are  transferred  late  in  gestation  to  the  fetus.  This  maternal  antibody  offers  short  term  protection  for  the 
neonate.  The  role  of  this  maternal  antibody  in  the  decreased  response  of  the  neonate's  own  immune  system  is  unclear. 

The  neonate's  immune  response  to  challenge  from  infectious  agents  is  also  deficient.  Enhanced  understanding  of  the 
neonatal  response  to  pathogens  and  the  potential  for  interference  by  maternal  antibody  in  the  function  of  the  neonatal 
immune  system  is  needed. 

Research  Objectives  and  Scope 

The  goal  of  this  RFA  is  to  increase  knowledge  of  the  development  and  function  of  the  neonatal  immune  system  and  to  use 
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this  knowledge  to  develop  new  and  more  effective  vaccine  strategies  for  this  age  group.  Studies  involving  human  tissues 
and  cells  are  especially  encouraged.  Examples  of  relevant  research  topics  are  given  below.  These  examples,  however, 
are  not  intended  to  be  all  inclusive  or  limiting: 

o role  of  natural  or  vaccine- induced  maternal  antibodies,  or  of  in  utero  antigen  exposure,  in  the  development  of  and 
regulation  of  the  immune  response  of  the  neonate 

o mechanisms  of  immunosuppression/immunopotentiation  in  neonates  exposed  to  pathogens  or  pathogen-derived  antigens, 
and  the  long-term  consequence  of  this  neonatal  exposure  for  development  of  the  immunologic  repertoire 

o ontogeny  of  the  immune  response  in  neonates  and  infants 

o characterization  of  antigens  that  elicit  protective  immune  responses  against  pathogens  in  neonates,  and  methods  to 
enhance  such  responses 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
research,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  15,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  overall  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator  (Program 
Director),  and  the  number  and  title  of  this  RFA.  Although  the  letter  of  intent  is  not  required,  is  not  binding,  does 
not  commit  the  sender  to  submit  an  application,  and  does  not  enter  into  the  review  of  subsequent  applications,  the 
information  that  it  contains  allows  NIAID  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of 
interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  standard  research  grant  application  form  PHS  398  (rev.  09/91).  These  application 
forms  may  be  obtained  from  the  institution's  office  for  sponsored  research  or  its  equivalent  and  from  the  Office  of 
Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  594-7248.  Applications  must  be  received  by  March  10,  1994. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  For  purposes  of  identification  and  processing,  item  2a  on  the  face  page 
of  the  application  must  be  marked  "YES"  and  the  RFA  number  and  the  words  "NEONATAL  IMMUNITY  FOR  VACCINES"  must  be  typed 
in. 


REVIEW  CONSIDERATIONS 

The  general  criteria  for  applications  are  the  review  criteria  used  for  traditional  research  project  grant  applications. 
AWARD  CRITERIA 

Funding  decisions  will  be  made  on  the  basis  of  scientific  and  technical  merit  as  determined  by  peer  review,  program 
priorities,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome.  Requests  for  the  RFA,  as  well  as  inquiries  regarding  programmatic  issues,  may 
be  directed  to: 

Elaine  Col l ier,  M.D. 

Division  of  Allergy,  Immunology  & Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A20 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7985 

FAX:  (301)  402-2571 

Direct  inquiries  regarding  review  issues,  address  the  letter  of  intent  to,  and  mail  two  copies  of  the  application  and 
the  five  sets  of  appendices  to: 

Olivia  Preble,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C19 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 
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Direct  inquiries  regarding  fiscal  matters  to: 


Mr.  Jeffrey  Carow 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B29 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

Schedule 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Scientific  Review  Date: 
Advisory  Council  Date: 

Earliest  Award  Date: 


January  15,  1994 
March  10,  1994 
July  1994 
September  1994 
September  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  - Immunology,  Allergy  and 
Transplantation  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section 
301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


IMMUNOLOGIC  ENHANCEMENT  OF  VACCINE  IMMUNOGEN I CITY 


NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 
RFA  AVAILABLE:  AI -94-001 


P.T.  34;  K.W.  0710065,  0740075 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  January  15,  1994 
Application  Receipt  Date:  March  15,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN  AN 
INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 


The  Division  of  Allergy,  Immunology  and  Transplantation  (DAIT)  and  the  Division  of  Microbiology  and  Infectious  Diseases 
(DMID)  of  the  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  invite  applications  for  basic,  applied,  or 
preclinical  studies  of  molecular  immunologic  methods  to  enhance  protective  responses  to  the  antigens  of  infectious 
pathogens  of  man  to  develop  new  and  improved  vaccines.  The  NIAID  seeks  studies  that  utilize  advances  in  immunology  to 
develop  new  targeting  molecules,  immunologic  adjuvants,  or  other  technology  to  improve  existing  vaccines  by  making  them 
safer  or  more  immunogenic,  and  to  develop  new  vaccines  where  none  exist  for  microbial  pathogens.  Of  special  interest 
are  those  studies  that  demonstrate  the  feasibility  of  new  ideas  or  novel  approaches  and  show  promise  for  clinical 
appl ication. 

HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Immunologic  Enhancement  of 
Vaccine  Immunogenici ty,  is  related  to  the  priority  areas  of  diabetes  and  chronic  disabling  diseases  and  immunization 
and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 


Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public 
and  private  institutions,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  not  eligiL'e  to  apply  for  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  Awards.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 


The  mechanisms  of  support  will  be  the  individual  research  project  (R01)  grant  and  the  FIRST  (R29)  grant.  Responsibility 
for  the  planning,  direction,  and  execution  of  the  proposed  project  wilt  be  solely  that  of  the  applicant.  The  total 
project  period  may  not  exceed  five  years. 

FUNDS  AVAILABLE 

The  estimated  totat  funds  (direct  and  indirect  costs)  available  for  the  first  year  of  support  for  all  awards  under  this 
RFA  will  be  $2,000,000.  In  Fiscal  Year  1994,  the  NIAID  plans  to  fund  approximately  10  R01s/R29s.  Applications  may  not 
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request  more  than  four  percent  annual  inflationary  increases  for  future  years.  This  level  of  support  is  dependent  on 
the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in 
the  financial  plans  of  the  NIAID,  awards  pursuant  to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this 
purpose.  Funding  beyond  the  first  and  subsequent  years  of  the  grant  will  be  contingent  upon  satisfactory  progress  during 
the  preceding  years  and  availability  of  funds. 

RESEARCH  OBJECTIVES 

Background 

The  area  of  vaccine  research  and  development  has  been  and  continues  to  be  a major  priority  for  the  NIAID,  and  it  is  the 
lead  agency  within  the  National  Institutes  of  Health  for  such  efforts.  Vaccines  are  probably  the  best  tools  ever 
developed  for  the  prevention  of  disease,  and  they  are  important  for  both  disease  control  and  control  of  health  care 
costs.  A Blue  Ribbon  Panel  on  Vaccine  Research  convened  by  NIAID  in  1993  emphasized  the  priorities  of  improving  the 
safety  and  effectiveness  of  current  vaccines,  as  well  as  the  development  of  new  vaccines  for  diseases  where  none  exist 
including  emerging  infectious  diseases. 

Major  advances  in  our  understanding  of  the  immune  system  and  its  response  to  infectious  agents  have  occurred  in  recent 
years.  These  advances  include:  characterization  of  the  structure  and  function  of  the  T lymphocyte  receptor  for  antigen 
and  the  numerous  accessory  molecules  involved  in  the  initial  signal  transduction  events;  identification  and 
characterization  of  the  numerous  cytokines  that  regulate  immune  responses;  delineation  of  the  steps  involved  in  antigen 
processing  and  presentation;  definition  and  characterization  of  adhesion  molecules  and  their  roles  in  interactions 
between  cells  of  the  immune  system;  identification  of  genes  that  regulate  the  expression  and  function  of  many  immune 
system  molecules;  and,  in  several  infectious  diseases,  elucidation  of  the  role  (protective  vs.  pathogenic)  played  by 
different  arms  of  the  immune  response. 

Research  Objectives  and  Scope 

The  goal  of  this  initiative  is  to  increase  knowledge  of  the  cellular,  molecular,  and  immunologic  basis  of  immunogenici ty 
and  to  promote  the  application  of  this  knowledge  to  the  development  of  new  approaches  not  only  to  improve  existing 
vaccines  (e.g.,  render  them  safer,  more  immunogenic)  but  also  to  develop  new  vaccines  for  pathogens  or  diseases  for  which 
no  vaccines  currently  exist.  Studies  that  involve  relevant  animal  models  of  human  diseases,  including  appropriate  in 
vivo  testing  of  immunoenhancers,  and  studies  that  involve  human  tissues  and  cells  are  especially  encouraged.  Some 
examples  of  relevant  research  topics  are  given  below;  these  examples,  however,  are  not  intended  to  be  all-encompassing 
or  limiting. 

o Incorporation  of  antigen  or  antigenic  peptides  into  targeting  molecules  that  will  more  efficiently  deliver  them  to 
antigen  presenting  cells  and/or  specific  lymphoid  tissue 

o Manipulation  of  antigen  processing  and  presentation  pathways  to  enhance  immunogenicity 

o Modification  of  cytokine  structure  to  enhance  potency  of  the  adjuvant  properties  and/or  to  reduce  undesirable  or 

deleterious  aspects  of  cytokine  function(s) 

o Concomitant  administration  of  appropriate  cytokines  and  antigens  to  elicit  specific  effector  arms  (e.g.,  TH1  vs.  TH2 
lymphocytes,  immunoglobulin  isotypes)  of  the  immune  system 

o Prolongation  of  antigen  exposure  by  immunization  with  cells  into  which  microbial  genes  have  been  transferred. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 

and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 

research,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  15,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  overall  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator,  and  the  number 
and  title  of  this  RFA.  Although  the  letter  of  intent  is  not  required,  is  not  binding,  does  not  commit  the  sender  to 
submit  an  application,  and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains 
allows  NIAID  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review.  The  letter 
of  intent  is  to  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  standard  research  grant  application  form  PHS  398  (Rev.  09/91).  Application  forms 
may  be  obtained  from  the  institution's  office  for  sponsored  research  or  its  equivalent  and  from  the  Office  of  Grants 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD 
20892,  telephone  (301)  594-7248.  Applications  must  be  received  by  March  15,  1994. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  For  purposes  of  identification  and  processing,  item  2a  on  the  face  page 
of  the  application  must  be  marked  "YES"  and  the  RFA  number  and  the  words  "IMMUNOLOGIC  ENHANCEMENT  OF  VACCINE 
IMMUNOGENICITY"  must  be  typed  in. 
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REVIEW  CONSIDERATIONS 


The  usual  review  criteria  for  R01/R29  applications  will  be  used  to  evaluate  applications  submitted  in  response  to  this 
RFA. 

AWARD  CRITERIA 

Funding  decisions  will  be  made  on  the  basis  of  scientific  and  technical  merit  as  determined  by  peer  review,  program 
priorities,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome.  Requests  for  the  RFA  as  well  as  inquiries  regarding  programmatic  issues  may  be 
directed  to: 

Howard  B.  Dickler,  M.D. 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A19 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7104 

FAX:  (301)  402-2571 

Direct  inquiries  regarding  review  issues,  address  the  letter  of  intent  to,  and  mail  two  copies  of  the  application  and 
the  five  sets  of  appendices  to: 

Olivia  Preble,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C19 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Jeffrey  Carow 
Division  of  Extramural  Activities 
National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B29 
6003  Executive  Boulevard 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Scientific  Review  Date: 

Advisory  Council  Date: 

Earliest  Award  Date: 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  - Immunology,  Allergy  and 
Transplantation  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section 
301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


January  15,  1994 
March  15,  1994 
July  1994 
September  1994 
September  1994 
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COOPERATIVE  CLINICAL  TRIAL  IN  PEDIATRIC  TRANSPLANTATION 


N I H GUIDE.  Volume  22,  Number  42,  November  19,  1993 

RFA  AVAILABLE:  AI-93-020 

P.T . 34;  K.U.  0745065,  0755015,  0770005 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  December  1,  1993 
Application  Receipt  Date:  March  15,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Division  of  Allergy,  Immunology  and  Transplantation,  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID), 
invites  applications  from  single  institutions  or  consortia  of  institutions  wishing  to  participate  in  a multi -center, 
cooperative  clinical  trial  to  improve  the  outcome  of  kidney  and/or  liver  transplants  in  pediatric  populations.  The  goal 
of  this  study  is  to  evaluate  therapeutic  approaches  for  enhancing  graft  and  patient  survival  among  kidney  and/or  liver 
transplant  recipients  up  to  16  years  of  age.  Because  of  the  importance  of  the  immune  system  in  graft 
acceptance/survival,  this  RFA  also  seeks  to  enhance  basic  knowledge  about  aspects  of  the  pediatric  immune  system  relevant 
to  transplantation  and  to  foster  the  application  of  such  knowledge  in  the  clinical  setting. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Cooperative  Clinical  Trial 
in  Pediatric  Transplantation,  is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  diseases.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  government,  and  eligible  agencies  of  the  Federal 
government.  Foreign  organizations  are  not  eligible  to  apply.  Domestic  applications  may  not  include  international 
components.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  to  be  used  to  undertake  this  program  will  be  the  Cooperative  Agreement  (U01). 
Details  of  the  responsibilities,  relationships,  and  governance  of  a study  funded  under  a cooperative  agreement  are 
discussed  in  the  RFA  under  the  section  Terms  and  Conditions  of  Award. 

FUNDS  AVAILABLE 

The  estimated  total  funds  (direct  and  indirect  costs)  available  for  the  first  year  of  support  for  awards  under  this  RFA 
will  be  $1,000,000.  In  Fiscal  Year  1994,  the  NIAID  plans  to  fund  at  least  two  Pediatric  Transplant  Units  (PTUs)  either 
as  individual  projects  or  as  a consortium.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number 
of  applications  of  high  scientific  merit. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  RFA  is  to  provide  support  for  a prospective,  multi -center,  cooperative  clinical  trial  in  pediatric 
transplant  recipients.  The  primary  objectives  of  this  study  may  include,  but  are  not  limited  to,  the  following: 

o design  and  implement  a common  protocol  to  evaluate,  in  a controlled  setting,  therapeutic  approaches  for  enhancing 
graft  and  patient  survival  in  pediatric  kidney  and/or  liver  transplant  recipients  up  to  16  years  of  age; 

o evaluate  new  and  innovative  therapeutic  approaches,  including  modifications  of  existing  therapeutic  approaches,  as 
a means  of  improving  outcome;  and 

o conduct  appropriate  correlative  laboratory  studies  in  support  of  the  common  protocol. 

A secondary  objective  of  this  study  is  to  enhance  basic  understanding  of  the  pediatric  immune  system.  Specific  questions 
to  be  addressed  in  this  area  may  include,  but  are  not  limited  to,  the  following: 

o What  qualitative  and  quantitative  differences  in  immune  response  to  transplantation  exist  between  pediatric  and  adult 
transplant  recipients?  To  what  extent  are  these  differences  the  result  of  other  factors,  e.g.,  the  size  and  volume  of 
the  pediatric  patient? 

o What  is  the  nature  of  the  apparent  "enhanced"  immune  state  of  the  pediatric  transplant  patient  and  to  what  extent 
does  it  account  for/contribute  to  differences  in  outcome  relative  to  adults? 

o What  are  the  major  mediators  of  graft  rejection? 
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o What  impact,  if  any,  does  the  immune  system  have  on  growth  and  development  in  pediatric  transplant  recipients? 

o What  immunologic  differences  exist  among  various  pediatric  age  groups  with  respect  to  immune  system  function/activity? 

Although  it  is  recognized  that  many  factors  play  a role  in  enhancing  outcome,  such  as  compliance,  socioeconomic  factors, 
and  other  systems  (e.g.,  the  endocrine  system),  the  limited  funds  available  for  this  RFA  may  preclude  study  of  each  and 
every  such  factor.  Emphasis  will  be  focused  on  the  immune  system. 

Study  Design:  In  order  to  accumulate  sufficient  sample  size  for  the  study,  a collaborative  effort  will  be  required  by 
at  least  two  Pediatric  Transplant  Units  (PTUs),  funded  as  either  individual  projects  or  as  a consortium.  The  PTUs  will 
follow  a uniform  study  protocol  with  standardized  data  collection  procedures.  The  protocol  may  focus  on  pediatric  kidney 
transplant  recipients  alone,  pediatric  liver  transplant  recipients  alone,  or  both.  Combined  kidney/liver  transplantation 
is  not  within  the  scope  of  this  RFA.  Pediatric  transplant  recipients  up  to  16  years  of  age  may  be  studied.  The  specific 
age  groups  to  be  studied  will  be  determined  by  the  design  of  the  common  protocol.  The  protocol  should  include  a proposed 
controlled  clinical  trial  designed  to  evaluate  new  and  innovative  therapeutic  approaches,  including  modifications  in 
existing  therapeutic  approaches,  to  enhance  graft  and  patient  survival.  Although  the  actual  protocol  to  be  conducted 
will  be  designed  by  the  Steering  Committee  for  this  project,  applications  must  include  a proposed  protocol  that  meets 
the  objectives  and  scope  of  this  RFA. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for  clinical 
research,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  1,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  overall  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator,  the  number  and 
title  of  this  RFA,  and  a list  of  the  key  investigators  and  their  institution(s).  The  letter  of  intent  is  to  be  sent 
to  Dr.  Mark  Rohrbaugh  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  standard  research  grant  application  form  PHS  398  (rev.  9/91).  For  purposes  of 
identification  and  processing,  item  2a  on  the  face  page  of  the  application  must  be  marked  "YES"  and  the  RFA  number  and 
the  words  "COOPERATIVE  CLINICAL  TRIAL  IN  PEDIATRIC  TRANSPLANTATION"  must  be  typed  in.  The  RFA  label  available  in  the 
PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of  the  application.  Failure  to  use 
this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee  in  time 
for  review. 

These  application  forms  may  be  obtained  from  the  institution's  office  of  sponsored  research  or  its  equivalent  and  from 
the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)  594-7248.  Applications  must  be  received  by  March  15,  1994. 

REVIEW  CONSIDERATIONS 

The  required  standard  review  criteria  for  RFAs  are  the  same  as  those  for  unsolicited  research  project  grant  applications. 
In  addition,  applicants  are  expected  to  address  the  issues  identified  in  the  RFA  under  SPECIAL  REQUIREMENTS. 

AWARD  CRITERIA 

Funding  decisions  will  be  made  on  the  basis  of  scientific  and  technical  merit  as  determined  by  peer  review,  program  needs 
and  balance,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Andrea  A.  Zachary,  Ph.D. 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A13 

Bethesda,  MD  20892 

Telephone:  (301)  496-5598 

FAX:  (301)  402-2571 

Direct  inquiries  regarding  review  issues,  address  the  letter  of  intent  to,  and  mail  two  copies  of  the  application  and 
all  five  sets  of  appendices  to: 

Mark  Rohrbaugh,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C22 

Bethesda,  MD  20892 
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Telephone:  (301)  496-8424 
FAX:  (301)  402-2638 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Jeffrey  Carow 
Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B29 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Scientific  Review  Date: 

Advisory  Council  Date: 

Earliest  Award  Date: 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  - Immunology,  Allergy  and 
Transplantation  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section 
301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 

GENE  THERAPY  FOR  SICKLE  CELL  DISEASE 

NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 

RFA  AVAILABLE:  HL-94-003-B 

P.T.  34;  K.U.  0715032,  0745032 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  January  15,  1994 
Application  Receipt  Date:  March  15,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Sickle  Cell  Disease  Branch,  Division  of  Blood  Diseases  and  Resources,  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI ) , invites  research  grant  applications  for  the  support  of  basic  and  applied  research  leading  to  the  development 
of  strategies  to  correct  and/or  replace  the  endogenous  defective  gene  in  sickle  cell  anemia. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Gene  Therapy  for  Sickle  Cell 
Disease,  is  related  to  the  priority  areas  of  clinical  prevention  services,  chronic  disabling  conditions,  and  maternal 
and  infant  health.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  of  the 
federal  government.  Awards  in  response  to  this  RFA  will  be  made  to  domestic  institutions  only.  Applications  from 
minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  program  project  grant  (P01)  and  is  a one-time  solicitation. 
A program  project  grant  accommodates  the  support  of  a research  program  in  which  a multidisciplinary  team  of  investigators 
works  col laboratively  in  a clearly  defined  area  of  mutual  scientific  interest.  In  a program  project,  achievement  of 
the  objectives  of  the  research  effort  is  facilitated  by  the  sharing  of  ideas,  data,  and  specialized  resources.  An 
important  goal  of  this  program  is  to  attract  new  and  established  investigators  into  the  field  of  gene  therapy  for  sickle 
cell  disease  by  providing  access  to  critical  technologies  in  the  form  of  shared  facilities  and  funds  to  pursue  innovative 
pilot/feasibility  studies. 

Five  years  of  support  must  be  requested.  At  the  end  of  the  official  award  period,  renewal  applications  may  be  submitted 
for  peer  review  and  competition  for  support  through  the  regular  grant  program  of  the  NHLBI.  It  is  anticipated  that 
support  for  the  present  program  will  begin  September  30,  1994.  Administrative  adjustments  in  project  period/or  amount 
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December  1,  1993 
March  15,  1994 
June  1994 
September  1994 
September  1994 


of  support  may  be  required  at  the  time  of  the  award.  Since  a variety  of  approaches  would  represent  valid  responses  to 
this  announcement,  it  is  anticipated  that  there  will  be  a range  of  costs  among  individual  grants  awarded.  All  current 
policies  and  requirements  that  govern  the  research  grant  programs  of  the  NIH  will  apply  to  grants  awarded  in  connection 
with  this  RFA. 

All  applications  submitted  in  response  to  this  RFA  should  conform  to  the  policies  and  format  described  in  Program  Project 
Grant  - Preparation  of  the  Application,  NHLBI  (Revised).  A copy  of  this  publication  may  be  obtained  from  Dr.  Junius 
Adams  at  the  address  listed  under  INQUIRIES. 

FUNDS  AVAILABLE 

It  is  anticipated  that  for  fiscal  year  1994,  up  to  two  new  program  project  grants  of  up  to  $1,000,000  will  be  awarded 
under  this  program.  It  should  be  noted  that  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  such 
funds  for  this  purpose.  The  specific  amount  to  be  funded  will,  however,  depend  on  the  merit  and  scope  of  the 
applications  received  and  on  the  availability  of  funds.  If  collaborative  arrangements  involve  sub-contracts  with  other 
institutions,  the  NHLBI  Grants  Operations  Branch  (telephone  301-594-7436)  should  be  consulted  regarding  procedures  to 
be  followed. 

RESEARCH  OBJECTIVES 

Sickle  cell  disease  is  a worldwide  health  problem  and  is  one  of  the  most  common  inherited  disorders  of  man.  A rational 
approach  for  the  cure  of  sickle  cell  disease  would  be  the  replacement  of  the  abnormal  beta-globin  gene  with  a normal 
beta-globin  gene  or  to  repair  the  sickle  mutation  in  DNA.  Either  approach  would  use  bone  marrow  stem  cells  manipulated 
in  vitro  to  alter  their  genetic  makeup  and  subsequently  reintroduce  them  into  the  patient.  Molecular  studies  and  recent 
advances  made  at  the  level  of  the  genome  that  have  enhanced  our  understanding  of  gene  regulation  and  expression,  along 
with  rapidly  developing  techniques  of  gene  transfer,  have  opened  new  avenues  for  the  potential  treatment  of  genetic 
diseases.  The  ability  to  insert  copies  of  normal  genes  into  cells,  with  the  production  of  new  genes  producing  proteins 
to  correct  this  biochemical  defect,  would  be  a major  advance  in  treating  this  disease.  Adequate  expression  of  the  normal 
beta-globin  gene  in  patients  with  sickle  cell  anemia  would  be  curative. 

The  following  are  examples  of  the  type  of  research  approaches  that  would  be  responsive  to  the  program: 

o Improvement  of  the  efficiency  of  transfection  of  hematopoietic  stem  cells  by  augmenting  the  number  of  stem  cells 
available  for  transfection  and  increasing  the  efficiency  of  the  vector. 

o Introduction  of  a selective  advantage  to  stem  cells  that  allow  successful  competition  with  endogenous  stem  cell  for 
proliferation,  self-renewal,  and  differentiation  in  vivo 

o Development  of  new  strategies  for  the  introduction  of  exogenous  genes  into  stem  cells  with  the  goal  of  obtaining 
therapeutically  useful  levels  of  expression  and  stability  of  the  transferred  gene. 

o Development  of  more  efficient  methods  for  gene  insertion  by  homologous  recombination. 

o Development  of  methods  to  silence  or  attenuate  the  expression  of  the  endogenous  beta-S-globin  gene 

o Development  of  improved  animal  models  to  assess  the  efficacy  of  approaches 

o An  important  goal  of  this  program  is  to  attract  new  and  established  investigators  into  the  field  of  gene  therapy  for 
sickle  cell  disease  by  providing  access  to  critical  technologies  (in  the  form  of  shared  core  facilities  described  above) 
and  funds  to  pursue  innovative  pilot/feasibility  studies.  Pilot/feasibility  studies  will  enable  established 
investigators  who  did  not  previously  work  in  gene  therapy  and  new  investigators  with  state-of-the-art  core  technologies 
that  will  enable  them  to  be  competitive  in  the  field.  In  addition,  pilot/feasibility  studies  will  allow  investigators 
to  pursue  promising  but  untested  innovative  research  in  gene  therapy. 

These  approaches  are  meant  to  serve  only  as  examples  of  the  types  of  research  projects  that  would  be  responsive  to  the 
goals  of  this  solicitation.  Investigators  are  encouraged  to  develop  and  propose  their  own  innovative  approaches. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  15,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Such  letters  are  requested  only  for  the  purpose  of  providing  an  indication  of  the  number  and  scope  of  applications  to 
be  received;  therefore  their  receipt  is  usually  not  acknowledged.  A letter  of  intent  is  not  binding,  and  it  will  not 
enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a necessary  requirement  for  the  application. 
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The  letter  of  intent  is  to  be  sent  to: 


Acting  Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

FAX:  (301)  594-7407 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  March  15,  1994.  Applications  are  to  be  submitted  on  the  research  grant  application 
form  PHS  398  (rev.  9/91).  This  form  is  available  in  an  applicant  institution's  office  of  sponsored  research  and  from 
the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)594-7248. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  Center  for  Research 
Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter  of  agreement 
from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included  with  the  application. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  DRG  and  responsiveness  by  the  NHLBI.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to 
the  RFA,  NHLBI  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the  applicant  or  submit 
it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle.  Those  applications  that  are 
complete  and  responsive  will  be  evaluated  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened 
by  the  Division  of  Extramural  Affairs,  NHLBI.  The  factors  to  be  considered  in  the  evaluation  of  scientific  merit  of 
each  application  will  be  similar  to  those  used  in  the  review  of  traditional  program  project  grant  applications.  The 
major  factors  to  be  considered  in  the  evaluation  of  applications  will  include  the  significance  of  the  proposed  program 
and  its  potential  for  successfully  addressing  the  primary  goal  of  the  RFA,  the  scientific  merit  and  cohesiveness  of  the 
proposed  component  projects,  the  quality  and  commitment  of  the  project  director  and  the  principal  investigators  of  the 
proposed  component  projects,  the  research  environment,  the  scientific  merit  of  any  proposed  pilot/feasibility  studies, 
and  the  appropriateness  of  the  requested  budget.  The  second  level  of  review  will  be  provided  by  the  National  Heart, 
Lung,  and  Blood  Advisory  Council. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Dr.  Junius  G.  Adams,  III 

Division  of  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  504 

Bethesda,  MD  20892 

Telephone:  (301)  496-6931 

FAX:  (301)  402-4843 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Ms.  Jane  R.  Davis 

Blood  Diseases  and  Resources  Grants  Management  Section 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11 

Bethesda,  MD  20892 

Telephone:  (301)  594-7436 

FAX:  (301)  594-7492 

AUTHORITY  AND  REGULATIONS 

The  programs  of  the  Division  of  Blood  Diseases  and  Resources,  NHLBI,  are  described  in  the  Catalog  of  Federal  Domestic 
Assistance  number  93.839.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42 
USC  241)  and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically  42  CFR  Part  52  and  45 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372,  or  to 
Health  Systems  Agency  review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


SMALL  INSTRUMENTATION  GRANTS  PROGRAM 

NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 

PA  NUMBER:  PA-94-012 

P.T.  34;  K.W.  0735000,  1002024,  0735015,  1014001 

National  Institutes  of  Health 

Application  Receipt  Date:  February  16,  1994 
PURPOSE 

The  National  Institutes  of  Health  (NIH)  has  supported  a Small  Instrumentation  Grants  Program  (SIP)  since  FY  1987  in 
response  to  several  studies  that  indicated  that  the  state  of  biomedical  research  instrumentation  had  seriously  eroded 
and  was  retarding  the  progress  of  biomedical  research.  The  most  significant  need  identified  in  these  studies  was  for 
the  relatively  low-cost  pieces  of  equipment  in  the  price  range  of  approximately  $5,000  to  $60,000. 

Approximately  $5.3  million  will  be  available  from  the  NIH  in  FY  1994  for  the  SIP. 

ELIGIBILITY  REQUIREMENTS 

Eligible  organizations  or  organizational  components  are  those  domestic,  non-profit  organizations  that:  (1)  received 

at  least  three  NIH  research  grants  in  the  research  grants  base  (defined  below)  totaling  between  $200,000  and  $3,208,000 

in  FY  1993;  and  (2)  have  active  NIH  research  grant  support.  The  "research  grants  base"  is  defined  as  those  grants 
awarded  with  the  following  activity  codes:  KOI,  K02,  K04,  K05,  K06,  K08,  K11,  K12,  K14,  K15,  K16,  K20,  K21,  P01,  P40, 
P41 , P42,  P50,  P60,  R01 , R03,  R10,  R21,  R22,  R23,  R24,  R29,  R35,  R37,  R55,  S06,  S14,  U01,  U10,  U24,  U41,  U42,  and  U54. 
Organizations  or  organizational  components  that  received  awards  totaling  MORE  THAN  $3,208,000  in  FY  1993  are  NOT 
eligible. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  will  be  the  small  instrumentation  grant  (S15).  Applicants  will  be  responsible 
for  identifying  and  purchasing  the  equipment  requested  for  use  on  active  NIH  research  grants. 

APPLICATION  PROCEDURES 

Only  those  organizations  or  organizational  components  receiving  a LETTER  OF  INVITATION  TO  APPLY  are  eligible  for  a SIP 
award.  These  letters,  which  contain  application  instructions,  will  be  mailed  on  or  about  November  24,  1993. 

Only  one  application  may  be  submitted  from  each  eligible  organization  or  organizational  component,  which  may  establish 
its  own  procedures  for  identifying  equipment  requests. 

Investigators  interested  in  participating  in  their  organization's  or  organizational  component's  application  should 
contact  the  official  responsible  for  completing  the  application.  Those  officials  who  expect  to  be  involved  in  preparing 
an  application  should  publicize  the  availability  of  SIP  funds,  so  that  investigators  in  need  of  small  research 
instruments  are  provided  the  opportunity  to  indicate  their  needs  for  such  equipment. 

The  SIP  award  will  be  restricted  to  the  purchase  of  equipment  costing  between  $5,000  and  $60,000.  Awards  will  be  made 
on  or  before  September  1,  1994.  The  amount  of  the  award  will  be  based  on  a percentage  of  the  organization's  or 
organizational  component's  research  grants  base  for  FY  1993  or  $5,000,  whichever  is  greater.  Organizations  or 
organizational  components  will  be  notified  of  the  maximum  amount  for  which  they  may  apply. 

Completed  applications  must  be  received  by  February  16,  1994. 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  to  individual  NIH  awarding  components  for  administrative  review  of  the  completeness  of 
the  application  in  accordance  with  the  application  instructions.  Incomplete  applications  will  be  returned  to  the 
applicant  without  further  consideration.  Specific  funding  decisions  will  depend  on  available  funds  and  the 
appropriateness  of  the  request  in  relation  to  active  NIH  grant  support. 

INQUIRIES 

All  eligible  organizations  or  organizational  components  will  receive  a letter  of  invitation  to  apply  for  a SIP  award. 

Therefore,  only  those  issues  NOT  ADDRESSED  in  the  application  instructions  may  be  addressed  to: 

Research  Training  and  Special  Programs  Office 

Office  of  Extramural  Research 

National  Institutes  of  Health 

Building  31,  Room  5B44 

Bethesda,  MD  20892 

Telephone:  (301)  496-1968 

FAX:  (301)  496-0166 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.337,  Biomedical  Research  Support.  Grants 
will  be  available  under  the  authority  of  and  administered  in  accordance  with  the  PHS  Grants  Policy  Statement  and  Federal 
regulations  at  42  CFR  52  and  42  USC  241.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

MECHANOTRANSDUCTION  1H  THE  VESTIBULAR  LABYRINTH 

NIH  GUIDE.  Volume  22,  Number  42,  November  19,  1993 

PA  NUMBER:  PA-94-013 

P.T.  34;  K.W.  0715050,  0710020,  0710050 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
PURPOSE 

The  National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD)  of  the  National  Institutes  of  Health  (NIH) 
invites  grant  applications  for  the  support  of  basic  studies  of  mechanotransduction  in  the  vestibular  labyrinth.  It  is 
expected  that  research  in  this  area  will  advance  our  understanding  of  the  mechanisms  of  vestibular  dysfunction  arising 
from  disease  of  the  inner  ear. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement  (PA), 
Mechanotransduction  in  the  Vestibular  Labyrinth,  is  related  to  the  priority  areas  of  physical  activity  fitness, 
unintentional  injuries,  occupational  safety  and  health,  diabetes  and  chronic  disabling  diseases,  and  clinical  prevention 
services.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-11474-0) 
or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-11473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Domestic  applications  may  include  international  components.  Foreign  institutions  are  not  eligible 
to  apply  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  award.  Applications  from  minority 
individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanisms  available  for  support  of  this  program  are  the  NIH  individual  research  project  grant  (R01)  and  the  FIRST 
(R29)  award. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center  for 
Research  Resources  (NCRR)  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a 
letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  should  be  included  with  the 
application. 

RESEARCH  OBJECTIVES 

In  vestibular  transduction,  an  adequate  physical  stimulus  results  in  a displacement  of  the  endorgan  accessory  structures, 
the  cupula  and  the  otolithic  membrane,  overlying  the  vestibular  hair  cells,  deflecting  the  hair  bundles  of  the  latter. 
The  deflection  of  a hair  cell's  bundle  towards  its  tallest  stereocilia  opens  specialized  transduction  channels  in  the 
stereocilia.  This  increases  the  flow  of  positive  ions  into  the  hair  cell,  leading  to  calcium  entry  and  the  release  of 
neurotransmitter  to  afferent  fibers  synapsing  with  the  hair  cell. 

Research  on  vestibular  mechanotransduction  may  be  conducted  at  three  levels:  (1)  macromechanics-  the  motion,  deformation 
and  coupling  of  the  endorgan  accessory  structures  in  relation  to  the  vestibular  receptor  organs;  (2)  micromechanics- 
the  motion,  deformation  and  coupling  of  sensory  hair  bundles  in  relation  to  the  overlying  accessory  structures;  and  (3) 
the  internal  mechanics  of  ciliary  bundles.  This  initiative  seeks  to  encourage  research  on  the  mechanical  and  molecular 
aspects  of  the  vestibular  transduction  process  at  these  three  levels  in  animal  models  and/or  computer  simulation  models. 

Based  on  the  early  pioneering  work  of  Steinhausen  and  others,  it  has  been  thought  that  the  macromechanics  of  the 
semicircular  canals  could  be  modeled  as  a pendulum  moving  in  a viscous  medium.  On  the  basis  of  this  model,  cupular 
displacement  in  the  frequency  range  of  physiologic  head  movement  is  proportional  to  angular  velocity.  Along  the  same 
lines,  the  otolithic  organs  have  been  described  as  uniform  structures  with  the  mechanical  behavior  of  an  overdamped, 
second-order  system  whose  displacement  is  proportional  to  applied  linear  force.  These  models  have  shaped  the  field  of 
vestibular  physiology  for  many  years.  Indeed,  any  discrepancies  from  the  models'  predictions  and  the  observed  response 
dynamics  of  afferent  discharge  have  been  assumed  to  result  from  filtering  by  later  stages  of  the  transduction  process. 
Recent  experimental  observations,  however,  have  cast  considerable  doubt  on  the  validity  of  these  models.  In  vivo 
experimental  observations  suggest  that  the  cupula  is  deformed  like  a diaphragm  while  adhering  firmly  to  the  ampular  wall 
during  physiologic  stimulation.  The  otolithic  organs  have  been  shown  to  have  complex  curved  surfaces  appropriately 
modeled  as  a viscoelastic  material.  The  development  of  enhanced  video  microscopy  and  other  imaging  techniques  provide 
new  opportunities  to  describe  cupular  and  otolithic  motion  more  accurately. 

Recent  anatomic  and  electrophysiologic  studies  of  the  bullfrog  utricular  macula  have  identified  four  categories  of  type 
II  hair  cells  with  hair  bundle  morphologies  that  differ  systematically  with  macular  location.  These  bundle  categories 
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have,  in  turn,  been  correlated  with  afferent  function.  More  regional  mapping  studies  of  hair  bundle  morphology  and 
mechanics  are  needed.  In  particular,  it  is  important  to  determine  whether  regional  variations  in  micromechanics  underlie 
afferent  response  diversity.  Contemporary  imaging  techniques  offer  the  opportunity  to  visualize  simultaneously  the 
displacement,  deformation  and  coupling  of  the  hair  bundles  and  the  accessory  structures. 

The  prevailing  view  that  the  mechanics  of  the  vestibular  end  organs  are  entirely  determined  by  their  passive  mechanical 
properties  has  recently  been  challenged  by  two  important  findings:  (1)  motile  responses  in  vestibular  hair  cells;  and, 
(2)  the  influence  of  adaptation  of  the  mechanoelectric  transducer  channel  on  hair  bundle  stiffness. 

The  shortening  of  isolated  mammalian  type  I vestibular  hair  cells  has  been  demonstrated  following  exposure  to  a 
potassium- rich  medium.  In  addition,  voltage- dependent  active  hair  bundle  motions  have  been  observed  in  mechanically 
displaced  saccular  hair  cells.  If  present  in  vivo,  hair  cell  motility  might  directly  influence  the  mechanosensitivity 
of  the  vestibular  receptor  organs. 

Neurotransmission  in  auditory,  vestibular  and  lateral  line  systems  is  triggered  by  a series  of  events  that  follow  the 
opening  of  mechanically  sensitive  transduction  channels  in  the  hair  cell  stereocilia.  Evidence  has  accumulated 
suggesting  that  the  opening  of  a channel  results  from  increased  mechanical  tension  on  the  channel  protein  imposed  by 
fine  filaments  (tip  links)  linking  each  adjacent  taller  stereocilium  in  a hair  bundle.  An  adaptation  mechanism, 
dynamically  modulating  transducer  currents  and  afferent  response  by  adjustments  in  the  tension  of  these  tip  links,  has 
been  postulated  on  the  basis  of  observations  in  some  isolated  amphibian  vestibular  hair  cells. 

Whenever  possible,  the  functional  significance  of  experimental  observations  and  the  validity  of  models  of  vestibular 
mechanotransduction  should  be  established  by  relating  these  events  to  consequent  neural  function. 

Research  studies  may  include,  but  are  not  limited  to,  the  topics  listed  below: 

o application  of  advanced  imaging  techniques  to  describe  vestibular  mechanics  in  situ; 
o development  of  in  vitro  epithelial  preparations  for  studies  of  labyrinthine  mechanics; 
o development  of  data-driven  models  of  vestibular  mechanics; 

o determination  of  the  micromechanics  of  the  different  vestibular  receptor  subtypes,  type  I and  type  II  hair  cells; 

o determination  of  the  role  of  regional  variations  of  vestibular  micromechanics  in  afferent  response  diversity; 

o determination  of  the  role  of  the  internal  mechanics  of  the  ciliary  bundles  in  vestibular  mechanotransduction; 

o determination  of  the  role  of  active  hair  cell  processes  in  vestibular  mechanotransduction. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for  AIDS-related  research 
are  found  in  the  PHS  398  instructions. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood  Bui Iding,  Room  449,  Bethesda, 
MD  20892,  telephone  301-594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face  page 
of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  referral  guidelines.  Applications  will 
be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants,  NIH,  in  accordance 
with  the  standard  NIH  peer  review  procedures.  Following  scientific-technical  review,  the  applications  will  receive  a 
second- level  review  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  that  ICD.  The  following 
will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  concerning  this  PA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  to: 

Daniel  A.  Sklare,  Ph.D. 

Division  of  Communication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-C 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-1804 

FAX:  (301)  402-6251 
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Direct  inquiries  regarding  fiscal  matters  to: 

Sharon  Hunt 

Division  of  Extramural  Activities 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  402-0909 

FAX:  (301)  402-1758 


3 1496  00578  8255 


AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.173.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


“THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  42  - November  19,  1993 

19 


NIHGUIDE 


For  Grants 
and 

Contracts 


LIBRARY 

DEC  1 3 1993 

Nations!  Institutes  of  Health 


NOTICE  OF  MAILING  CHANGE 

□ Check  here  if  you  wish  to  discon- 
tinue receiving  this  publication 


□ Check  here  if  your  address  has 
changed  and  you  wish  to  continue 
receiving  this  publication.  Make  cor- 
rections below  and  mail  this  page  to: 


MH  Guide 

Printing  & Reproduction  Branch 
National  Institutes  of  Health  Room  B4BN23, 
Building  31,  Bethesda,  Maryland  20892 


U.S.  DEPARTMENT  OF  HEALTH 
AND  HUMAN  SERVICES 

OFFICAL  BUSINESS 
Penalty  for  Private  Use,  $300 

The  NIH  Guide  announces  scientific 
initiatives  and  provides  policy  and  ad- 
ministrative information  to  individuals 
and  organizations  who  need  to  be  kept 
informed  of  opportunitites,  require- 
ments, and  changes  in  extramural 
programs  administered  by  the  National 
Institutes  of  Health. 

Vol.  22,  No.  43 
November  26,  1993 


FIRST-CLASS  MAIL 
POSTAGE  & FEES  PAID 
DHHS/NIH 
Permit  No.  G-763 


RICHARD  « HURRY 


# 340169 

*#Si3S0Efc*- 


929  WILD  FOREST  PRIVE 
SiUTHERSBlifiC-  HD  20879  3209 


NIH  GUIDE  - Vol.  22.  No.  43  - November  26.  1993 


NOTICES 


RESEARCH  SUPPLEMENTS  FOR  UNDERREPRESENTED  MINORITIES  . . . 2 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

TERMS  AND  CONDITIONS  OF  AWARD  FOR  LARGE  SCALE  UNSOLICITED  RESEARCH  PROJECT  APPLICATIONS  FOR 

CLINICAL  TRIALS.  PREVENTION  AND  CONTROL  INTERVENTIONS.  AND  EPIDEMIOLOGICAL  STUDIES  11 

National  Cancer  Institute 
INDEX:  CANCER 


NOTICES  OF  AVAILABILITY  CRFPs  AMD  RFAs) 


PHYSICAL  ACTIVITY  INTERVENTION  IN  HEALTH-CARE  SETTINGS  FOR  HIGH-RISK  SEDENTARY  ADULTS  - 

CLINICAL  CENTER  (RFP  NHLBI -HC-94-06)  . . 12 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOO 

TARGETING  ORAL  HEALTH  PROMOTION  IN  A MINORITY  COMMUNITY:  FEASIBILITY  STUDY  (RFP  N1H-NIDR-3-93-6R)  12 

National  Institute  of  Dental  Research 
INDEX:  DENTAL  RESEARCH 

NATIONAL  RESEARCH  SERVICE  AWARD-- INSTITUTIONAL  GRANTS  (RFA  HS-94-005)  13 

Agency  for  Health  Care  Policy  and  Research 
INDEX:  HEALTH  CARE  POLICY  RESEARCH 

BREAST  CANCER  RESEARCH  PROGRAMS  IN  NCI -DESIGNATED  CANCER  CENTER  (RFA  CA/ES/AG-94-005)  15 


National  Cancer  Institute 

National  Institute  of  Environmental  Health  Sciences 
National  Institute  on  Aging 

INDEX:  CANCER;  ENVIRONMENTAL  HEALTH  SERVICES;  AGING 


CENTERS  OF  EXCELLENCE  IN  MOLECULAR  HEMATOLOGY  (RFA  DK-94-013)  ....  18 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 

GENE  THERAPY  FOR  DISORDERS  CAUSING  MENTAL  RETARDATION  (RFA  HD-94-010)  20 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 


ONGOING  PROGRAM  ANNOUNCEMENTS 

BASIC  RESEARCH  IN  SUPPORT  OF  TREATMENTS  FOR  AIDS  (PA-94-014)  22 

National  Institute  of  General  Medical  Sciences 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

INDEX:  GENERAL  MEDICAL  SCIENCES;  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES;  ALLERGY,  INFECTIOUS  DISEASES 

BASIC  RESEARCH  ON  HEMATOPOIETIC  GENE  REGULATION  (PA-94-015)  25 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 


This  publication  is  available  electronically  to  institutions  via  BTTNET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


THE  NIH  GUIDE  FOR  GRANTS  AND  CONTRACTS  WILL  NOT  BE  PUBLISHED  ON  DECEMBER  3,  1993.  THE  NEXT  ISSUE  WILL  BE  DECEMBER 
10.  1993. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  43  - November  26,  1993 

1 


NOTICES 


RESEARCH  SUPPLEMENTS  FOR  UNDERREPRESENTED  MINORITIES 

N I H GUIDE.  Volume  22,  Number  43,  November  26,  1993 
P.T . 34,  44,  FF;  K.W.  0720005,  0710030 
National  Institutes  of  Health 
BACKGROUND 

During  1987  and  1988,  the  Director  of  the  National  Institutes  of  Health  (NIH)  and  the  Advisory  Committee  to  the  Director 
(ACD)  held  a series  of  regional  meetings  throughout  the  United  States.  At  these  meetings,  testimony  was  presented  by 
concerned  individuals  and  organizations  regarding  the  underrepresentation  of  minorities  in  biomedical  and  behavioral 
research.  Although  the  NIH  currently  provides  opportunities  for  minorities  through  the  traditional  research  grant 
programs  and  through  special  initiatives  supported  by  various  components  of  the  NIH  (see  APPENDIX  for  listing),  the 
testimony  indicated  that  efforts  of  the  NIH  should  be  increased.  In  addition,  the  NIH  recognizes  the  need  to  increase 
the  number  of  underrepresented  minority  scientists  participating  in  biomedical  and  behavioral  research  as  a means  of 
addressing  a potential  research  labor  shortage  in  the  twenty-first  century. 

In  response  to  these  concerns,  the  NIH  is  emphasizing  the  use  of  administrative  supplements  to  attract  underrepresented 
minorities  into  biomedical  and  behavioral  research.  The  mechanisms  described  in  this  announcement  have  been  endorsed 
by  all  the  awarding  components  of  the  NIH  and  are  designed  to  provide  support  for  research  experiences  at  grantee 
institutions  for  minorities  throughout  the  continuum  from  high  school  to  the  faculty  level.  The  funding  of  these  programs 
will  be  in  addition  to  existing  programs  for  minority  individuals  and  institutions  described  in  the  APPENDIX. 

The  NIH  hereby  notifies  all  Principal  Investigators  holding  NIH  research  grants  that  funds  are  available  for 
administrative  supplements  to  existing  grants  for  the  support  and  recruitment  of  underrepresented  minority  scientists 
and  students.  The  aim  of  these  supplements  is  to  attract  and  encourage  minority  individuals  to  enter  and  pursue 
biomedical  and  behavioral  research  careers  in  areas  within  the  missions  of  all  the  awarding  components  of  the  NIH  by 
providing  supplemental  funds  to  certain  ongoing  research  grants  (see  the  Eligibility  section  under  GENERAL  PROVISIONS). 

For  the  purpose  of  this  announcement,  underrepresented  minority  students  and  investigators  are  defined  as  individuals 
belonging  to  a particular  ethnic  or  racial  group  that  has  been  determined  by  the  grantee  institution  to  be 
underrepresented  in  biomedical  or  behavioral  research.  Awards  will  be  limited  to  citizens  or  non-citizen  nationals  of 
the  United  States  or  to  individuals  who  have  been  lawfully  admitted  for  permanent  residence  (i.e.,  in  possession  of  an 
Alien  Registration  Receipt  Card)  at  the  time  of  application.  In  awarding  supplements,  the  NIH  will  give  priority  to 
projects  involving  Black,  Hispanic,  Native  American,  and  Pacific  Islander  or  other  ethnic  or  racial  group  members  who 
have  been  found  to  be  underrepresented  in  biomedical  or  behavioral  research  nationally.  Before  submitting  an  application 
for  a research  supplement,  applicants  are  encouraged  to  call  their  program  administrator  at  the  NIH  to  discuss  any 
aspects  of  this  program  that  need  clarification. 

The  NIH  anticipates  that  by  providing  scientific  opportunities,  such  as  those  listed  below,  the  number  of  minorities 
entering  and  remaining  in  biomedical  research  careers  will  increase. 

o Research  Supplements  for  Minority  High  School  Students  will  support  minority  high  school  students  who  have  expressed 
an  interest  in  biomedical  or  behavioral  sciences. 

o Research  Supplements  for  Minority  Undergraduate  Students  will  support  minority  undergraduate  students  who  have 
demonstrated  an  interest  in  biomedical  or  behavioral  sciences  and  wish  to  pursue  graduate  level  training  in  these  areas. 

o Research  Supplements  for  Minority  Graduate  Research  Assistants  will  provide  support  to  assist  minority  predoctoral 
students  who  wish  to  develop  research  capabilities  in  the  biomedical  and  behavioral  sciences. 

o Research  Supplements  for  Minority  Individuals  in  Postdoctoral  Training  will  provide  support  for  minority  individuals 
who  wish  to  participate  as  postdoctoral  researchers  in  ongoing  research  projects  in  preparation  for  independent  careers 
in  biomedical  or  behavioral  research. 

o Research  Supplements  for  Minority  Investigators  will  provide  short-  and  long-term  opportunities  for  minority  staff 
and  faculty  who  wish  to  participate  in  ongoing  research  projects  while  further  developing  their  own  independent  research 
potential . 

GENERAL  PROVISIONS 

In  all  cases,  the  proposed  research  experience  must  be  an  integral  part  of  the  approved  ongoing  research  of  the  parent 
grant.  As  part  of  this  research  experience,  the  minority  individual  must  be  given  the  opportunity  to  interact  with 
individuals  on  the  parent  grant,  to  contribute  intellectually  to  the  research,  and  to  enhance  his/her  research  skills 
and  knowledge  regarding  the  particular  area  of  biomedical  science.  Furthermore,  the  Principal  Investigator  must 
demonstrate  a willingness  and  understanding  that  the  purpose  of  the  award  is  to  enhance  the  research  capability  of  the 
minority  student  or  faculty  member  and  that  the  research  experience  is  intended  to  provide  opportunities  for  minority 
individuals  to  develop  as  independent,  competitive  research  investigators.  Supplemental  awards  will  be  consistent  with 
the  goal  of  strengthening  the  existing  research  program  and  with  the  overall  programmatic  balance  and  priorities  of  the 
funding  component  of  the  NIH.  Awards  will  be  made  according  to  the  policies  and  provisions  stated  in  this  announcement. 

Applicants  are  encouraged  to  contact  the  NIH  institute  staff  listed  under  INQUIRIES  prior  to  submission  to  obtain 
specific  information  about  preparing  and  submitting  an  application.  It  is  also  recognized  that  individual  circumstances 
vary,  and  for  unusual  situations,  NIH  program  administrators  should  be  consulted  for  a determination  of  eligibility. 
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ELIGIBILITY 


Principal  Investigators  at  domestic  institutions  who  hold  an  active  G12,  R01 , RIO,  R18,  R22,  R24,  R35,  R37,  P01,  P20, 
P30,  P40,  P41 , P50,  P60,  U01,  or  U10  grant  are  eligible  to  submit  a request  for  an  administrative  supplement  to  the 
awarding  component  of  the  parent  grant  for  any  of  the  supplemental  programs  offered  here.  Principal  Investigators 
holding  an  active  First  Independent  Research  Support  and  Transition  (FIRST)  Award  (R29)  or  an  Academic  Research 
Enhancement  Award  (R15)  also  may  apply  for  a supplement  under  this  program.  An  R29  award  is  eligible  only  when  the 
minority  candidate  is  a high  school,  undergraduate,  or  graduate  student.  An  R15  award  is  eligible  only  when  the  minority 
candidate  is  a high  school  or  undergraduate  student.  Exceptions  to  these  rules  may  be  made.  Applicants  should  check 
with  their  awarding  component.  Minority  supplements  to  R29  and  R15  awards  may  provide  support  above  the  established 
dollar  limits.  The  P20  and  P30  award  mechanisms  are  eligible  to  be  supplemented  only  when  it  has  research  components. 

In  all  cases,  the  parent  grant  must  have  support  remaining  for  a reasonable  period  at  the  time  of  a supplemental  award. 
Principal  Investigators  are  encouraged  to  submit  an  application  no  later  than  three  months  before  the  anniversary  date 
of  the  last  two  years  remaining  on  the  parent  grant. 

The  purpose  of  the  request  will  be  to  support  an  underrepresented  minority  high  school  student,  undergraduate  student, 
graduate  research  assistant,  individual  in  postdoctoral  training,  or  a staff  or  faculty  member  to  participate  in  an 
ongoing  research  project.  Specific  eligibility  requirements  relative  to  each  type  of  award  are  set  forth  in  the 
description  of  the  individual  supplement  programs  (below). 

Usually,  each  parent  grant  may  support  only  one  minority  supplement.  Appointment  of  more  than  one  individual  to  a single 
grant  will  be  considered  depending  on  the  nature  of  the  parent  grant,  the  circumstances  of  the  request,  and  the  program 
balance  of  the  NIH  awarding  component.  Minority  individuals  may  receive  support  from  only  one  of  these  supplement 
programs  at  a time,  but  may  be  supported  by  more  than  one  minority  supplement  during  the  development  of  their  research 
careers.  Support  under  the  supplement  programs  is  not  transferable  to  another  individual  or  transportable  to  another 
insti tut  ion. 

The  minority  supplement  programs  have  been  designed  to  attract  underrepresented  minority  individuals  into  research 
careers  and  are  not  intended  to  provide  an  alternative  means  of  supporting  minority  individuals  who  already  receive 
support  from  a research  grant  or  a research  training  grant  or  any  other  PHS  funding  mechanism.  Individuals  may  not  be 
transferred  to  a minority  supplement  to  increase  the  availability  of  funds  of  the  parent  grant  for  other  uses  such  as 
supplies  and  travel.  Minority  graduate  students  or  individuals  in  postdoctoral  training  who  are  supported  by  a National 
Research  Service  Award  (NRSA)  Institutional  research  training  grant  may  not  be  transferred  to  supplemental  support  prior 
to  the  completion  of  their  appointed  period  of  training. 

APPLICATION  PROCEDURES 

A request  for  a supplement  may  be  submitted  at  any  time.  In  making  requests,  the  grantee  institution,  on  behalf  of  the 
Principal  Investigator  of  the  parent  grant  and  in  cooperation  with  the  minority  individual,  must  submit  the  request  for 
supplemental  funds  directly  to  the  awarding  component  that  supports  the  parent  grant.  The  request  is  not  to  be  submitted 
to  the  NIH  Division  of  Research  Grants.  Principal  Investigators  are  encouraged  to  obtain  the  address  for  submission 
from  the  NIH  program  administrator  on  the  parent  grant. 

The  request  for  a supplemental  award  must  include  the  following: 

1.  A completed  face  page  (with  appropriate  signatures)  from  grant  application  form  PHS  398.  Include  the  title  and  grant 
number  of  the  parent  grant  and  the  type  of  supplement  being  requested  on  line  1. 

2.  A brief  three  to  four  page  description,  prepared  by  the  Principal  Investigator  of  the  parent  grant,  that  includes: 

a.  a summary  or  abstract  of  the  funded  grant  or  project. 

b.  a description  of  the  research  experience  proposed  for  the  minority  individual. 

c.  a description  of  how  the  research  experience  will  expand  and  foster  the  independent  research  capabilities  of  the 
minority  individual,  and  how  the  proposed  experience  relates  to  the  specific  research  goals  and  objectives  of  the  parent 
grant. 

3.  A signed  statement  from  the  minority  individual  outlining  his/her  research  objectives  and  career  goals. 

4.  The  social  security  nurber  and  biographical  sketch  of  the  minority  individual  that  includes  evidence  of  scientific 
achievement  or  interest. 

5.  A signed  statement  from  the  Principal  Investigator  establishing  the  eligibility  of  the  minority  individual  for 
support  under  this  program  including  information  on  ethnicity,  citizenship,  and  a description  of  any  previous  PHS 
research  grant  support  the  minority  individual  has  received. 

6.  A proposed  budget  entered  on  budget  pages  from  grant  application  form  PHS  398,  related  to  the  percent  effort  (where 
appropriate)  for  the  research  experience  of  the  minority  individual  during  the  first  and  future  years.  If  the  initial 
budget  period  requested  is  less  than  12  months,  the  budget  must  be  prorated  accordingly. 

7.  Documentation,  if  applicable,  that  the  proposed  research  experience  was  approved  by  the  Institutional  Animal  Care 
and  Use  Committee  (IACUC)  or  human  subjects  Institutional  Review  Board  (IRB)  of  the  grantee  institution  must  be  provided. 

8.  A copy  of  the  most  recent  official  transcript,  if  the  minority  candidate  is  a high  school,  undergraduate,  or  graduate 
student. 

9.  If  the  minority  individual  is  a student  at  another  institution,  the  application  also  must  include  an  appropriately 
signed  letter  from  a responsible  official  at  the  institution  of  matriculation  indicating  that  participation  at  the  stated 
level  of  effort  is  approved  and  will  not  detract  from  or  interfere  with  the  students  course  of  studies. 
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10.  If  any  of  the  research  is  to  be  conducted  at  a site  other  than  the  grantee  institution,  an  appropriately  signed 
letter  from  the  institution  where  the  research  is  to  be  conducted  also  must  be  submitted. 

The  request  must  be  signed  by  the  minority  individual,  the  Principal  Investigator,  and  the  appropriate  institutional 
business  official. 

REVIEW  CRITERIA 

The  staff  of  the  particular  awarding  component  will  review  requests  for  supplements  using  the  following  general  criteria: 

1.  The  qualifications  of  the  minority  individual  including  career  goals,  prior  research  training,  research  potential, 
and  any  relevant  experience. 

2.  Evidence  of  educational  achievement  and  interest  in  science,  if  the  minority  candidate  is  a student. 

3.  The  plan  for  the  proposed  research  experience  in  the  supplemental  request  and  its  relationship  to  the  parent  grant. 

4.  Evidence  from  the  Principal  Investigator  that  the  experience  will  enhance  the  research  potential,  knowledge,  and/or 
skills  of  the  minority  individual. 

5.  Evidence  from  the  Principal  Investigator  that  the  activities  of  the  minority  individual  are  an  integral  part  of  the 
project. 

FUNDING 

The  decision  to  fund  a supplement  may  take  approximately  eight  weeks  from  the  time  all  the  necessary  information  is 
received.  Applicants  for  summer-only  research  appointments  must  submit  early  enough  to  ensure  that  funding  is  in  place 
by  the  time  the  summer  experience  is  scheduled  to  begin.  In  most  cases  during  the  first  budget  period,  funds  will  be 
provided  as  an  administrative  supplement  to  the  parent  grant.  In  subsequent  years,  continued  funding  for  the  supplement 
is  contingent  on  funding  of  the  parent  grant  and  cannot  extend  beyond  the  current  competitive  segment  of  the  parent  grant 
and  the  availability  of  funds. 

The  continuation  of  support  for  the  minority  individual  in  the  remaining  years  of  the  competitive  segment  of  the  grant 
will  depend  upon  satisfactory  review  by  the  NIH  awarding  component  of  progress  for  both  the  parent  grant  and  the 
supplemental  project,  the  research  proposed  for  the  next  budget  period,  and  the  appropriateness  of  the  proposed  budget 
to  the  proposed  effort. 

In  non-competing  continuation  applications,  the  progress  report  and  budget  for  the  minority  supplement  must  be  clearly 
delineated  from  the  progress  report  and  budget  for  the  parent  grant.  The  progress  report  must  include  information  about 
the  research  activities  supported  by  the  supplement,  even  if  support  for  future  years  is  not  requested. 

In  future  competing  applications,  funds  for  continuation  of  support  of  the  minority  individual  will  depend  on  the 
successful  renewal  of  the  parent  grant  and  will  be  handled  as  follows: 

For  minority  students  who  have  not  yet  completed  their  research  experience,  funds  for  the  continuation  of  support  must 
be  requested  as  a research  supplement  to  ensure  continued  tracking  of  the  individual  supported.  The  request  for 
continued  support  should  not  be  included  in  the  competing  renewal,  but  instead,  should  be  prepared  as  a letter  with 
information  on  research  progress  and  accomplishments.  The  request  must  be  addressed  to  the  program  adninistrator  of 
the  parent  grant  and  must  be  submitted  promptly  in  anticipation  of  a renewal  award  to  avoid  an  interruption  of  support. 
Support  to  individual  students  by  this  mechanism  will  be  limited  to  five  years.  Additional  time  may  be  considered,  but 
must  be  well  justified. 

Funds  for  the  continuation  of  support  for  a minority  postdoctoral  fellow  or  a minority  investigator  must  be  requested 
by  name  in  the  parent  grant  application  at  the  time  of  renewal  and  may  not  be  requested  as  a research  supplement. 
Minority  postdoctoral  fellows  and  investigators  are  expected  to  be  fully  integrated  in  the  research  laboratory  when 
considered  for  continuation  of  support. 

A Statement  of  Appointment  form  (PHS  2271,  rev.  9/91),  which  will  be  provided  by  the  NIH  awarding  component,  must  be 
completed  and  sent  to  the  awarding  component  whenever  an  individual  is  appointed  to  a Research  Supplement  for 
Underrepresented  Minorities.  In  addition,  the  Statement  of  Appointment  Form  must  be  completed  and  submitted  each  time 
an  individual  is  reappointed  in  a new  budget  period  and  whenever  the  name  or  permanent  mailing  address  of  the  appointed 
individual  changes.  The  form  must  be  signed  by  both  the  appointed  individual  and  the  Principal  Investigator  of  the 
supplemental  research  grant. 

DESCRIPTIONS  OF  THE  INDIVIDUAL  RESEARCH  SUPPLEMENT  PROGRAMS 

1.  RESEARCH  SUPPLEMENTS  FOR  UNDERREPRESENTED  MINORITY  HIGH  SCHOOL  STUDENTS 

DESCRIPTION 

The  purpose  of  this  program  is  to  provide  minority  high  school  students  an  opportunity  to  obtain  a meaningful  experience 
in  various  aspects  of  health-related  research  to  stimulate  their  interest  in  careers  in  biomedical  or  behavioral  science. 

At  institutions  with  a Minority  High  School  Student  Research  Apprentice  Program  (MHSSRAP)  grant,  the  Principal 
Investigator  is  encouraged  to  coordinate  the  selection  of  high  school  students  for  this  program  with  the  program  director 
for  the  MHSSRAP.  (See  appendix  for  a description  of  MHSSRAP.) 

ELIGIBILITY 

Any  minority  high  school  student  who  is  currently  enrolled  and  in  good  standing  at  his  or  her  high  school  and  is 
interested  in  biomedical  or  behavioral  research  is  encouraged  to  participate  in  this  program. 
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PROVISIONS 


This  supplement  is  not  to  exceed  $2,000  per  student,  including  supplies,  for  a summer  experience.  A part-time  experience 
during  the  regular  school  year  would  be  reimbursed  at  the  same  rate.  This  is  the  same  level  of  support  provided  under 
the  MHSSRAP  program.  Equipment  may  not  be  purchased  using  these  funds.  Students  are  expected  to  devote  sufficient  effort 
to  the  research  project  and  related  activities  during  the  period  of  support  to  gain  insight  into  the  process  of 
scientific  discovery.  Support  for  at  least  three  months  is  encouraged  during  any  one  year,  which  may  include  a mixture 
of  full-time  summer  experience  and  part-time  experience  during  the  school  year.  Principal  Investigators  are  encouraged 
to  seek  minority  high  school  students  who  will  devote  at  least  two  years  to  this  program  (i.e.,  equivalent  to  two 
three-month,  full-time,  periods).  Exceptions  to  the  latter  will  be  considered,  depending  on  the  circumstances  of  the 
applicant,  the  parent  grant,  and  the  specific  request. 

See  the  GENERAL  PROVISIONS  section  for  information  about  application  procedures,  review  criteria,  and  funding. 

2.  RESEARCH  SUPPLEMENTS  FOR  UNDERREPRESENTED  MINORITY  UNDERGRADUATE  STUDENTS 
DESCRIPTION 

This  supplemental  program  provides  an  opportunity  for  minority  undergraduate  students  interested  in  biomedical  or 
behavioral  research  to  participate  in  a research  project  at  a research  institution  during  the  simmer  months  or  during 
the  school  year.  This  experience  will  be  separate  from  any  requirement  of  the  regular  academic  program. 

The  success  of  this  program  is  dependent  on  the  ability  of  the  Principal  Investigator  to  identify  appropriate  students. 
A number  of  procedures  may  be  used  to  match  investigators  holding  research  grants  to  appropriate  minority  college 
students: 

o the  Principal  Investigator  may  identify  a student  and  initiate  the  request  for  the  supplement; 
o the  institution  may  make  the  pairing  and  request  the  supplement; 

o the  student  may  contact  a grantee  institution  or  a Principal  Investigator  and  request  a summer  research  experience; 

o finally,  the  NIH  can  provide  a list  of  directors  of  NIH  programs  that  provide  support  for  minority  undergraduate 
students  (such  as  the  Minority  Access  to  Research  Careers  (MARC)  and  the  Minority  Biomedical  Research  Support  (MBRS) 
Program)  to  help  the  Principal  Investigator  identify  suitable  candidates. 

ELIGIBILITY 

The  student  may  be  affiliated  with  either  the  applicant  institution  or  another  academic  institution.  Any  undergraduate 
minority  student  interested  in  biomedical  or  behavioral  research  is  encouraged  to  participate  in  this  program. 

PROVISIONS 

This  supplement  is  not  to  exceed  $6.00  per  hour  for  salary  plus  $125  per  month  for  supplies  and  travel.  Equipment  may 
not  be  purchased  from  these  funds.  Students  are  expected  to  devote  the  equivalent  of  at  least  three  months  full-time 
effort  to  the  research  project  and  related  activities  in  any  one  year  and,  in  most  cases,  the  period  of  support  for  any 
individual  should  last  at  least  two  years.  Exceptions  to  these  requirements  will  be  considered,  depending  on  the 
circumstances  of  the  applicant,  the  parent  grant,  and  the  specific  request. 

See  the  GENERAL  PROVISIONS  section  for  information  about  application  procedures,  review  criteria,  and  funding. 

3.  RESEARCH  SUPPLEMENTS  FOR  UNDERREPRESENTED  MINORITY  GRADUATE  RESEARCH  ASSISTANTS 
DESCRIPTION 

The  objective  of  this  program  is  to  reach  out  to  minority  graduate  students  already  in  biomedical  and  behavioral  sciences 
and  provide  an  opportunity  to  further  develop  their  research  capabilities. 

ELIGIBILITY 

Any  minority  graduate  student  who  is  enrolled  in  a masters  or  a doctoral  degree  program  in  biomedical  or  behavioral 
sciences  is  eligible  for  consideration.  Students  enrolled  in  a rasters  degree  program  in  nursing  sciences  or  social 
work  may  also  be  eligible.  Minority  students  in  medical  school  are  encouraged  to  use  this  program  to  gain  research 
experience  during  the  summer  months. 

PROVISIONS 

The  NIH  will  provide  salary  support  in  addition  to  other  necessary  expenses,  such  as  supplies  and  travel,  to  enable  the 
individual  to  participate  as  a graduate  research  assistant  in  funded  research  projects.  The  requested  salary  must  be 
in  accordance  with  the  salary  structure  of  the  grantee  institution  and  consistent  with  the  level  of  effort.  Tuition 
remission  is  allowable  as  a form  of  compensation  paid  in  lieu  of  wages.  Additional  funds  up  to  $3000  per  year  may  be 
requested  for  supplies  and  travel.  Funds  may  not  be  used  to  purchase  equipment. 

See  the  GENERAL  PROVISIONS  section  for  information  about  application  procedures,  review  criteria,  and  funding. 

4.  RESEARCH  SUPPLEMENTS  FOR  UNDERREPRESENTED  MINORITY  INDIVIDUALS  IN  POSTDOCTORAL  TRAINING 
DESCRIPTION 

These  supplements  provide  research  support  to  permit  minority  individuals  in  the  postdoctoral  phase  of  their  training 
to  participate  in  ongoing  research  projects  as  a means  of  assisting  them  in  their  development  into  independent  biomedical 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  43  - November  26,  1993 

5 


or  behavioral  researchers.  Toward  the  end  of  the  supplement  award,  candidates  should  be  encouraged  to  apply  for 
fellowships,  FIRST  awards,  and  other  sources  of  independent  support. 

ELIGIBILITY 

The  minority  individual  in  postdoctoral  training  may  be  affiliated  with  either  the  applicant  institution  or  any  other 
institution.  Only  under  extraordinary  ci  resistances,  which  must  be  well  justified  in  the  application,  would  it  be 
acceptable  for  the  postdoctoral  candidate  to  work  with  his  or  her  former  predoc t ora l mentor. 

PROVISIONS 

The  NIH  will  provide  support  for  a salary  in  addition  to  other  necessary  expenses,  such  as  travel  and  supplies,  to  enable 
the  minority  individual  to  participate  as  a postdoctoral  research  assistant  or  associate  on  the  funded  research  project. 
The  requested  salary  must  be  in  accordance  with  the  salary  structure  of  the  grantee  institution  and  consistent  with  the 
level  of  effort.  Additional  funds,  up  to  $6000  may  be  requested  for  supplies  and  travel.  Support  may  not  be  used  to 
purchase  equipment. 

See  the  GENERAL  PROVISIONS  section  for  application  procedures,  review  criteria  and  funding. 

5.  RESEARCH  SUPPLEMENTS  FOR  UNDERREPRESENTED  MINORITY  INVESTIGATORS 
DESCRIPTION 

These  supplements  provide  either  short-  or  long-term  research  support  for  minority  staff  or  faculty  members  to  enhance 
their  research  skills  leading  to  an  independent  research  career. 

1.  Short-term  Minority  Investigator  Research  Supplement.  This  supplement  provides  short-term  support  for  minority  staff 
or  faculty  members  to  conduct  full-time  research  for  three  to  five  months  each  year  during  the  summer  or  another  portion 
of  the  academic  year,  over  a maximum  period  of  four  years. 

2.  Long-term  Minority  Investigator  Research  Supplement.  This  supplement  provides  long-term  research  support  for 
minority  staff  or  faculty  members  to  conduct  research  in  the  biomedical  or  behavioral  sciences.  Support  is  provided 
for  up  to  four  years  at  a minimum  of  30  percent  effort  during  each  12-month  period. 

ELIGIBILITY 

The  minority  investigator  may  be  affiliated  with  the  applicant  institution  or  any  other  institution.  The  investigator 
must  have  a doctoral  degree,  be  beyond  the  level  of  a research  trainee  and  be  a member  of  the  staff  or  faculty  with  at 
least  one  year  of  postdoctoral  experience.  A minority  individual  who  has  previously  received  support  from  the  Minority 
Biomedical  Research  Support  Program  (MBRS),  the  Minority  Access  to  Research  Career  Program  (MARC),  small  grants  (R03), 
National  Research  Service  Award  (NRSA)  predoctoral  (F31 ) and  postdoctoral  (F32)  fellowships,  or  the  Academic  Research 
Enhancement  Award  (AREA)  Program  (R15)  is  eligible  for  these  supplements.  On  the  other  hand,  an  individual  who  has 
received  previous  funding  from  NIH  as  an  independent  Principal  Investigator  on  a regular  research  grant  (e.g. , R01,  R29), 
or  as  the  project  leader  on  a component  of  a program  project  or  center  grant  (e.g.,  P01,  P50),  or  as  Principal 
Investigator  on  an  individual  research  career  award  (e.g.,  K02,  K04,  K07,  K08,  K11,  K14,  K15,  K20,  and  K21)  is  not 
eligible. 

PROVISIONS 

The  minority  investigator  supplemental  award  is  for  a maximum  of  $50,000  in  direct  costs  per  year.  A maximum  of  $40,000 
may  be  requested  for  salary  and  fringe  benefits;  additional  funds  up  to  $10,000  may  be  requested  for  supplies  and  travel. 
Equipment  may  not  be  purchased  except  in  unusual  circumstances  and  not  without  prior  approval  of  the  NIH  awarding 
component.  The  maximum  period  of  support  for  any  investigator  is  four  years. 

The  amount  of  salary  requested  must  be  consistent  with  the  policies  of  the  parent  grantee  institution  (and,  if 
applicable,  the  minority  investigator's  employing  institution)  and  must  be  related  to  the  percent  effort  of  the  minority 
investigator. 

See  the  GENERAL  PROVISIONS  section  for  application  procedures,  review  criteria,  and  funding. 

INQUIRIES 

Principal  Investigators  interested  in  participating  in  these  programs  are  encouraged  to  contact  NIH  staff  administering 
the  parent  grant.  For  general  information  about  the  Research  Supplements  for  Underrepresented  Minorities,  contact  the 
following  staff  person  in  the  appropriate  awarding  component: 

NATIONAL  INSTITUTE  ON  AGING 

Deputy  Associate  Director,  Office  of  Extramural  Affairs 
Gateway  Building,  Suite  2C218 
Bethesda,  MD  20892 
Telephone:  (301)  496-9322 

NATIONAL  INSTITUTE  ON  ALCOHOL  ABUSE  AND  ALCOHOLISM 

Associate  Director,  Division  of  Basic  Research 

Parklawn  Building,  Room  16C06 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-2530 
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NATIONAL  INSTITUTE  OF  ALLERGY  AND  INFECTIOUS  DISEASES 

Director,  Office  of  Science  Training  and  Manpower  Development 

Division  of  Extramural  Activities 

Solar  Building,  Room  4C10 

Bethesda,  MD  20892 

Telephone:  (301)  496-7291 

NATIONAL  INSTITUTE  OF  ARTHRITIS  AND  MUSCULOSKELETAL  AND  SKIN  DISEASES 

Director,  Extramural  Program 

Building  31,  Room  4C32 

Bethesda,  MD  20892 

Telephone:  (301)  496-0802 

NATIONAL  INSTITUTE  OF  CHILD  HEALTH  AND  HUMAN  DEVELOPMENT 

Special  Assistant  to  the  Deputy  Director 

Building  31,  Room  2A03 

Bethesda,  MD  20892 

Telephone:  (301)  496-0104 

NATIONAL  INSTITUTE  ON  DEAFNESS  AND  OTHER  COMMUNICATION  DISORDERS 

Director,  Division  of  Extramural  Activities 

6120  Executive  Boulevard 

Executive  Plaza  South,  Room  400B 

Rockville,  MD  20892 

Telephone:  (301)  496-8693 

NATIONAL  INSTITUTE  OF  DENTAL  RESEARCH 

Director,  Oral,  Soft  Tissue  Diseases  and  AIDs  Program 

Westwood  Building,  Room  509 

Bethesda,  MD  20892 

Telephone:  (301)  594-7641 

NATIONAL  INSTITUTE  OF  DIABETES  AND  DIGESTIVE  AND  KIDNEY  DISEASES 

Assistant  Director  for  Grants  and  Contracts 

Division  of  Extramural  Activities 

Westwood  Building,  Room  657 

Bethesda,  MD  20892 

Telephone:  (301)  594-7569 

NATIONAL  INSTITUTE  ON  DRUG  ABUSE 

Associate  Director  of  Special  Population  Research 

Park  lawn  Building,  Room  10A43 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-0441 

NATIONAL  INSTITUTE  OF  ENVIRONMENTAL  HEALTH  SCIENCES 
Director,  Division  of  Extramural  Research  and  Training 
Building  3,  Room  301A 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7723 

NATIONAL  INSTITUTE  OF  GENERAL  MEDICAL  SCIENCES 
Assistant  Director,  Referral  and  Liaison 
Westwood  Building,  Room  9A11 
Bethesda,  MD  20892 
Telephone:  (301)  594-7706 

NATIONAL  INSTITUTE  OF  MENTAL  HEALTH 

Deputy  Associate  Director  for  Spec i a l Populations 

Parklawn  Building,  Room  17C16 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-3724 

NATIONAL  INSTITUTE  OF  NEUROLOGICAL  DISORDERS  AND  STROKE 
Deputy  Director,  Division  of  Extramural  Activities 
Federal  Building,  Room  1016 
Bethesda,  MD  20892 
Telephone:  (301)  496-4188 

NATIONAL  CANCER  INSTITUTE 

Director,  Division  of  Extramural  Activities, 

Executive  Plaza  North,  Suite  600 
Bethesda,  MD  20892 
Telephone:  (301 ) 496-5147 
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NATIONAL  EYE  INSTITUTE 
Research  Resources  Officer 
Executive  Plaza  South,  Suite  350 
6126  Executive  Boulevard 
Rockville,  HD  20892 
Telephone:  (301)  496-5983 

NATIONAL  HEART,  LUNG  AND  BLOOD  INSTITUTE 
Director,  Division  of  Extramural  Affairs 
Westwood  Building,  Room  7A17B 
Bethesda,  MD  20892 
Telephone:  (301)  594-7454 

NATIONAL  INSTITUTE  FOR  NURSING  RESEARCH 
Director,  Extramural  Programs 
Westwood  Building,  Room  754 
Bethesda,  MD  20892 
Telephone:  (301)  594-7590 

NATIONAL  LIBRARY  OF  MEDICINE 

Acting  Associate  Director,  Division  of  Extramural  Programs 
Building  38A,  5N505 
Bethesda,  MD  20892 
Telephone:  (301)  496-4621 

NATIONAL  CENTER  FOR  RESEARCH  RESOURCES 

Acting  Deputy  Director  for  Extramural  Research  Resources 

Building  12A,  Room  4011 

Bethesda,  MD  20892 

Telephone:  (301)  496-6023 

NATIONAL  CENTER  FOR  HUMAN  GENOME  RESEARCH 

Chief  Research  Grants  Branch 

Building  38A,  Room  612 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

AUTHORITY  AND  REGULATIONS 

The  statutory  authorities  for  these  grant  awards  are  sections  301,  510,  515,  and  504  of  the  Public  Health  Service  Act. 
Federal  regulations  at  42  CFR  Part  52,  "Grants  for  Research  Projects"  and  45  CFR  Part  74,  "Acinini strati  on  of  Grants," 
are  applicable  to  these  awards.  Grants  must  be  adninistered  in  accordance  with  the  Public  Health  Grants  Policy 
Statement. 

APPENDIX 

ADDITIONAL  NIH  SUPPORT  FOR  MINORITY  INVESTIGATORS 

In  addition  to  the  Research  Supplements  for  Underrepresented  Minorities  in  Biomedical  and  Behavioral  Research,  the  NIH 
supports  minority  investigators  through  a variety  of  other  mechanisms.  Below  is  a list  of  these  programs.  For 
additional  information  about  individual  programs,  contact  the  appropriate  NIH  staff  person  listed  above. 

Research  Related  Grant  Programs 

The  Minority  Biomedical  Research  Support  (MBRS)  Program  provides  research  grants  to  colleges,  universities,  health 
professional  schools  with  substantial  minority  enrollments,  and  to  tribally  controlled  institutions  on  Indian 
reservations.  These  grants  support  research  by  faculty  members,  strengthen  the  institution's  biomedical  research 
capabilities,  and  provide  opportunities  for  students  to  work  as  part  of  a research  team.  The  MBRS  Program  is 
administered  by  the  National  Institute  of  General  Medical  Sciences. 

The  MBRS  Program  provides  support  through  two  major  grant  mechanisms.  The  Traditional  MBRS  Program,  primarily  supports 
faculty  research  projects  but  also  places  emphasis  on  promoting  the  involvement  of  undergraduate  and  graduate  students. 
The  MBRS  Program  for  Undergraduate  Colleges  supports  enrichment  activities  as  well  as  pilot  and  regular  research  projects 
at  undergraduate  institutions.  Enrichment  activities,  which  are  a required  component  of  this  type  of  grant,  include 
workshops,  attendance  at  scientific  meetings,  and  summer  research  experiences  for  faculty  and  students  at  off-campus 
laboratories. 

The  Research  Centers  in  Minority  Institutions  Program  (RCMI)  provides  grant  support  to  predominantly  minority 
institutions  that  offer  doctoral  degrees  in  the  health  sciences.  RCMI  funds  are  used  to  hire  additional  research  faculty 
in  biomedical  and  behavioral  sciences,  support  training  in  specialized  analytical  methods,  upgrade  facilities,  and 
purchase  advanced  scientific  instrumentation.  This  program  is  administered  by  the  National  Center  for  Research 
Resources. 

The  National  Cancer  Institute  Cancer  Education  Programs  supports  networks  consisting  of  Black  churches  and  historically 
Black  colleges  and  universities  as  part  of  its  overall  program.  This  initiative  is  targeted  toward  traditionally 
underserved  populations  that  are  at  high  risk  for  certain  malignancies. 

The  Minority  Travel  Award  Program  of  the  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  and  the 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  provides  travel  funds  for  minority  students  and  faculty 
members  from  minority  institutions  for  attendance  at  national  scientific  meetings. 
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The  Minority  Institution  Travel  Award  Program  of  the  National  Center  for  Human  Genome  Research  provides  funds  to  support 
attendance  at  meetings,  courses,  and  workshops  relevant  to  the  Human  Genome  Program. 

Travel  Fellowships  for  Underrepresented  Minority  Students  are  supported  by  the  National  Institute  on  Deafness  and  Other 
Communication  Disorders  (NIDCD)  to  encourage  participation  of  minority  students  in  scientific  meetings  and  research 
forums  related  to  communication  sciences  and  disorders.  Organizations  planning  to  submit  conference  grant  applications 
(R13)  to  NIDCD  may  include  requests  to  support  travel  by  minority  students  to  those  meetings.  In  addition,  conference 
grant  applications  limited  to  support  for  minority  student  travel  are  encouraged  from  the  sponsoring  organizers  of 
scientific  meetings  and  conferences. 

The  Resource  Grant  Program  supports  the  development  of  health  science  libraries  at  minority  institutions.  In  addition, 
minority  i nst i tut i ons  benef i t from  the  Regional  Medical  Library  Program  which  provides  services  and  conducts  activities 
relative  to  the  retrieval  and  utilization  of  health  information.  These  programs  are  supported  by  the  National  Library 
of  Medicine. 

Career  Development  Programs 

The  Junior  Research  Investigator  Enhancement  Award  supports  minority  scientists  from  member  institutions  of  the 
Association  of  Minority  Health  Professions  Schools  who  are  pursuing  or  plan  to  pursue  careers  in  research  related  to 
heart,  lung,  or  blood  diseases.  This  program  is  supported  by  the  National  Heart,  Lung,  and  Blood  Institute  (NHLBI). 

The  Minority  Clinical  Associate  Physicians  Program  (MCAP)  provides  up  to  three  years  of  support  to  minority  physicians 
and  dentists  to  promote  career  development  as  i ndependent  clinical  investigators,  under  the  direction  of  senior  clinical 
scientists  who  act  as  sponsors.  A request  for  MCAP  support  is  made  through  a supplemental  grant  application  from  a 
funded  General  Clinical  Research  Center  supported  by  of  the  National  Center  for  Research  Resources. 

The  Minority  Investigator  Research  Enhancement  Award  is  administered  by  the  National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases  (NIAMS)  and  the  National  Institute  on  Diabetes  and  Digestive  and  Kidney  Diseases 
(NIDDK)  and  provides  support  to  faculty  members  from  minority  institutions  for  col  laboration  with  Principal  Investigators 
on  currently  funded  NIAMS  or  NIDDK  research  grants. 

The  Minority  Satellite  Supplement  supports  minority  clinical  faculty  to  contribute  to  the  research  effort  of  the  National 
Cancer  Institute  clinical  trials  research  groups. 

The  Minority  School  Faculty  Development  Award  supports  faculty  investigators  at  minority  schools  in  areas  relevant  to 
cardiovascular,  pulmonary  and  blood  disease  research.  This  program  is  supported  by  the  NHLBI . 

The  Research  Development  Award  for  Minority  Faculty  supports  the  development  of  minority  faculty  at  any  academic 
institution,  whose  basic  or  clinical  research  interests  are  grounded  in  the  advanced  methods  and  experimental  approaches 
needed  to  solve  problems  related  to  cardiovascular,  pulmonary,  blood  diseases,  and  transfusion  medicine. 

Research  Training  and  Fellowship  Programs 

The  Intramural  Sinner  Student  Employment  Program  supports  high  school,  undergraduate,  and  graduate  students,  as  well 
as  college  faculty  members  who  wish  to  conduct  research  in  the  biomedical  and  behavioral  sciences  at  the  NIH.  This 
program  is  supported  by  various  institutes  at  the  NIH. 

The  Minority  Access  to  Research  Careers  (MARC)  Program  awards  research  training  grants  and  fellowships  (see  next  four 
items)  that  help  increase  the  number  and  capabilities  of  minority  biomedical  and  behavioral  research  scientists  and 
strengthen  science  curricula  and  research  opportunities  at  institutions  with  substantial  minority  enrollments.  These 
programs  are  administered  by  the  National  Institute  of  General  Medical  Sciences. 

The  MARC  Honors  Undergraduate  Research  Training  Grant  assists  minority  institutions  to  develop  strong  undergraduate 
science  curricula,  stimulate  an  interest  in  biomedical  research  among  undergraduate  students,  and  increase  the  number 
of  well-prepared  minority  students  who  can  compete  successfully  for  entry  into  graduate  programs  leading  to  the  Ph.D. 
degree  in  the  biomedical  sciences.  Under  this  program,  minority  institutions  receive  support  to  provide  honors  students 
with  science  courses,  research  training,  and  summer  research  experience  outside  the  home  institution. 

The  MARC  Predoctoral  Fellowship  provides  a further  incentive  to  graduates  of  the  MARC  Honors  Undergraduate  Program  to 
obtain  research  training  in  the  Nation's  very  best  graduate  programs. 

The  MARC  Faculty  Fellowship  offers  an  opportunity  for  advanced  biomedical  and  behavioral  research  training  to  selected 
full-time  faculty  members  of  minority  institutions.  This  training  may  lead  to  a Ph.D.  degree  or  may  involve  postdoctoral 
research,  and  may  be  pursued  at  any  nonprofit,  public  or  private  i nst i tut i on  in  the  Uni  ted  States  with  suitable 
facilities.  When  the  training  period  is  over,  fel lows  are  expected  to  return  to  thei r sponsoring  schools  to  teach  and 
conduct  research. 

The  MARC  Visiting  Scientist  Program  provides  support  for  periods  of  3 to  12  months  to  outstanding  sc i ent i st - teachers 
who  serve  as  visiting  scientists  at  eligible  minority  institutions. 

The  Minority  High  School  Student  Research  Apprentice  Program  (MHSSRAP)  provides  minority  high  school  students  with  a 
meaningful  experience  in  various  aspects  of  health-related  research  in  order  to  stimulate  their  interest  in  careers  in 
science.  The  program  has  recently  been  expanded  to  include  in-service  elementary,  middle,  junior,  and  senior  high  school 
teachers,  and  potential  K-12  science  teachers  in  pre- service  education  programs.  Eligible  teachers  are  members  of  a 
minority  group  or  who  teach  a significant  number  of  minority  students.  Eligible  students  are  those  who  are  enrolled 
in  high  school . This  program  is  supported  by  the  National  Center  for  Research  Resources. 

The  Career  Opportunities  in  Research  Education  and  Training  (COR)  Program  is  intended  to  assist  i nst i tut i ons  with 
substantial  enrol Iment  of  racial/ethnic  minority  students  in  the  training  of  greater  numbers  of  scientists  and  teachers 
in  disciplines  related  to  research  in  alcohol,  drug  abuse,  and/or  mental  health.  The  objectives  of  the  program  are  (1) 
to  increase  the  number  of  wel l -prepared  racial/ethnic  minority  students  who  can  compete  successfully  for  entry  into 
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graduate  programs  leading  to  the  doctoral  degree;  (2)  to  aid  in  the  development  of  a strong  behavioral  and/or  biological 
sciences  curriculum;  and  (3)  to  strengthen  research  training  programs  in  the  behavioral  and/or  biomedical  sciences. 
This  program  is  administered  by  the  National  Institute  of  Mental  Health. 

The  COR  Faculty  Fellowships  are  awarded  to  individual,  full-time  faculty  members  from  colleges  and  universities  having 
a substantial  enrollment  of  racial/ethnic  minority  students.  These  grants  support  advanced  training  in  research  areas 
of  interest  to  alcohol,  drug  abuse,  and  mental  health.  Applicants  must  have  been  accepted  into  a doctoral  program  or 
for  postdoctoral  training  at  an  accredited  institution.  Applicants  must  also  agree  to  return  to  their  home  institution 
after  completion  of  the  training  program.  In  most  cases,  stipends  are  commensurate  with  the  salary  provided  by  the  home 
institution.  Additional  expenses  are  also  provided  for  related  expenses  such  as  research  supplies  and  travel  to 
scientific  meetings.  This  program  is  administered  by  the  National  Institute  of  Mental  Health. 

The  Minority  Institutions  Research  Development  Program  (MIRDP)  provides  grants  to  institutions  with  a substantial 
enrollment  of  racial/ethnic  minority  students  for  support  of  research  projects,  enhancement  of  existing  research 
infrastructure,  and  for  advanced  training  of  faculty.  These  grants  also  provide  support  for  graduate  and  undergraduate 
students  to  serve  as  research  assistants  on  MIRDP  research  projects.  Appointments  of  research  assistants  are  made  by 
the  principal  investigator  on  the  MIRDP  grants.  This  program  is  administered  by  the  National  Institute  of  Mental  Health. 

Initiative  for  Minority  Students:  Bridges  to  the  Doctoral  Degree  Program,  sponsored  by  the  Office  of  Research  on 
Minority  Health,  provides  funds  to  institutions  with  a substantial  enrollment  of  underrepresented  minorities.  These 
awards  are  designed  to  facilitate  the  development  of  a partnership  between  an  institution  that  offers  the  M.S.  degree 
as  the  only  postgraduate  degree  and  a research  university  that  provides  Ph.D.  degree  programs  in  biomedical  sciences. 
The  initiative  seeks  to  encourage  the  development  of  new  and  innovative  programs  and  the  expansion  of  existing  programs 
to  improve  the  academic  competitiveness  of  underrepresented  minority  students  and  facilitate  their  transition  into  the 
next  stage  toward  careers  in  biomedical  research.  This  program  is  supported  by  the  Office  of  Research  on  Minority  Health 
and  administered  by  the  National  Institute  of  General  Medical  Sciences. 

Initiative  for  Minority  Students:  Bridges  to  the  Baccalaureate  Degree  Program,  sponsored  by  the  Office  of  Research  on 
Minority  Health,  provides  funds  to  institutions  with  a substantial  enrollment  of  underrepresented  minorities  to 
facilitate  the  development  of  a partnership  between  two-year  institutions  that  offer  the  Associate's  degree  as  the  only 
undergraduate  degree  and  a college  or  university  offering  the  Baccalaureate  degree  in  areas  relevant  to  the  biomedical 
sciences.  This  program  is  supported  by  the  Office  of  Research  on  Minority  Health  and  administered  by  the  National 
Institute  of  General  Medical  Sciences. 

The  Minority  International  Training  Grant  (MIRT)  program  sponsored  by  the  Fogarty  International  Center  (FIC)  and  the 
Office  for  Research  on  Minority  Health  (ORMH),  provides  institutional  training  grant  awards  to  U.S.  colleges  and 
universities  for  the  support  of  biomedical  and  behavioral  research  training  abroad.  The  participants  are  supported  only 
while  at  the  foreign  training  sites  and  while  traveling.  The  training  period  at  the  foreign  training  site  may  be  from 
8 to  12  weeks  for  undergraduate  students,  or  from  3 to  12  months  for  graduate  student  and  faculty.  The  program  is 
designed  to  provide  unique  research  opportunities  and  linkages  with  scientists  abroad  and  to  prepare  the  next  generation 
of  scientists  to  work  effectively  in  a global  environment. 

The  Minority  Institutional  Research  Training  Program  supports  full-time  research  training  for  investigative  careers  at 
minority  schools  in  areas  related  to  cardiovascular,  pulmonary,  or  hematologic  diseases.  This  program  is  supported  by 
the  NHLBI . 

The  goal  of  the  Minority  Supplement  Program  for  Research  Training  Grants,  administered  by  the  NIDDK,  is  to  facilitate 
the  recruitment  of  underrepresented  minority  graduate  students  into  existing  research  training  grants.  The  National 
Institute  on  Aging  and  the  National  Center  for  Nursing  Research  have  similar  programs  that  support  minority 
postdoctorates  and  minority  graduate  students  on  existing  research  training  grants. 

The  National  Research  Service  Award  (NRSA)  Programs  provide  support  for  research  training  at  the  predoctoral  and 
postdoctoral  levels  in  all  areas  of  biomedical  and  behavioral  research.  A special  initiative  requires  that  each  new 
or  renewal  application  include  a plan  to  recruit  and  a report  on  activities  related  to  the  recruitment  of  individuals 
from  underrepresented  minority  groups. 

The  NIH  Visiting  Professors  Program  encourages  NIH  intramural  scientists  to  visit  historically  Black  colleges  and 
universities  (HBCUs)  for  a period  from  a week  to  several  months  to  collaborate  with  HBCU  faculty  and  stimulate  their 
students  to  seek  research  careers.  This  program  is  supported  by  the  National  Institute  of  Child  Health  and  Human 
Development. 

The  Predoctoral  Fel lowship  Awards  for  Minori ty  Students  provides  NRSA  Individual  Fel lowship  support  for  minority  graduate 
students  from  all  institutions  to  pursue  careers  in  biomedical  and  behavioral  research.  Information  may  be  obtained  from 
the  National  Institute  of  General  Medical  Sciences. 

The  Science  Enrichment  Program  is  a six  week  residential  program  for  underrepresented  minorities  and  underserved  youth 
that  is  designed  to  encourage  10th  graders  to  pursue  professional  research  careers  in  the  fields  of  science  and/or 
mathematics.  This  program  is  administered  by  the  National  Cancer  Institute. 

A Short-term  (simmer)  Training  Program  supports  minority  dental  students  to  conduct  research  in  the  dental  sciences. 
This  program  is  supported  by  the  National  Institute  of  Dental  Research. 

The  Short-term  Training  for  Minority  Students  Program  supports  short-term  (i.e.,  two  to  three  months)  research 
experiences  related  to  cardiovascular,  pulmonary,  or  hematologic  diseases.  The  opportunities  are  available  for  minority 
undergraduate  students,  minority  students  in  health  professions  schools,  and  minority  graduate  students.  This  program 
is  offered  by  the  NHLBI. 

The  Sumner  Research  Training  Program  for  Undergraduate  Minority  Students  is  a 10-week  research  experience  for 
undergraduate  students  who  have  completed  the  junior  year  and  who  have  career  goals  in  the  health  sciences.  The  program 
is  supported  by  the  NIDDK. 
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Other  Fellowship  Programs 


The  Extramural  Associates  Program  sponsors  individuals  from  minority  institutions  and  women's  colleges  who  come  to  the 
NIH  to  learn  first-hand  about  the  NIH  programs,  peer  review,  and  grant  administration.  Scientist  administrators  from 
eligible  institutions,  including  Historically  Black  Colleges  and  Universities  (HBCUs),  participate  in  this  program. 
Support  is  arranged  through  an  Intergovernmental  Personnel  Act  agreement.  Since  the  program's  inception  in  1978,  more 
than  80  minority  institutions  and  women's  colleges  have  participated  in  the  Extramural  Associates  Program. 


TERMS  AMD  CONDITIONS  OF  AWARD  FOR  LARGE  SCALE  UNSOLICITED  RESEARCH  PROJECT  APPLICATIONS  FOR  CLINICAL  TRIALS.  PREVENTION 

AND  CONTROL  INTERVENTIONS.  AMD  EPIDEMIOLOGICAL  STUDIES 

NIH  GUIDE.  Volume  22,  Number  43,  November  26,  1993 

P.T.  34;  K.U.  0715035,  1014006,  0755015,  0785055,  0745027,  0795003 

National  Cancer  Institute 

The  National  Cancer  Institute  (NCI)  announces  that  any  new  or  competing  continuation  investigator- initiated  clinical 
trial,  prevention  or  control  intervention,  or  epidemiological  study  in  which  direct  costs  exceed  $500,000  in  any  year 
(at  a single  institution  or  in  the  aggregate  for  a study  proposing  multi-institutional  collaborative  arrangements 
submitted  as  either  subcontracts  to  a single  application  or  as  separate  applications)  will  usually  be  awarded  only  as 
a cooperative  agreement  (U01).  For  single  applications,  the  dollar  limit  excludes  indirect  costs  of  any  subcontracts 
that  are  reported  as  a direct  cost  on  the  application  budget  page  sunnary.  Separate  U01  awards  usually  will  be  made 
for  individual  applications  submitted  concurrently  by  institutions  proposing  a study  involving  a coordinated  research 
effort. 

In  addition,  studies  falling  under  the  above  guidelines  requesting  in  aggregate  in  excess  of  $1,000,000  in  direct  costs 
in  any  single  year  will  be  administratively  evaluated  by  the  NCI  prior  to  peer  review  to  determine  if  such  a potential 
award(s)  could  be  accommodated  within  the  Institute's  scientific  and  fiscal  plans  for  that  budget  year.  If  a potential 
award  of  such  scope  cannot  be  contemplated,  the  application(s)  will  be  returned  without  review. 

This  policy  is  effective  immediately  with  publication  of  this  announcement  and  covers  all  current  pending  unfunded 
applications  as  well  as  all  future  submissions  in  these  categories. 

The  cooperative  agreement  is  an  assistance  instrument  similar  in  most  ways  to  a grant.  It  differs  in  that,  in  addition 
to  the  standard  stewardship  role,  an  Institute  extramural  program  director  is  expected  to  have  a continuing  substantive 
role  in  one  or  more  scientific  aspects  of  the  study,  in  an  assisting,  not  directing,  relationship.  The  type  and  degree 
of  such  involvement  is  to  be  appropriate  to  the  specific  cooperative  agreement.  The  awardee  will  have  lead 
responsibilities  in  all  aspects  of  study,  including  any  modification  of  study  design,  conduct  of  study,  quality  control, 
and  analysis  of  results.  The  Institute  program  director  may  have  assistance  roles  in  one  or  more  of  those  areas  and 
will  have  a shared  lead  responsibility  in  facilitating  the  interim  data  and  safety  monitoring. 

In  order  to  facilitate  the  above  interactions,  it  will  be  necessary  for  awardees  to  plan  for  periodic  regular  meetings 
with  NCI  staff  in  the  Bethesda,  MD  area.  Accordingly,  respondents  must  request  and  will  be  allowed  sufficient  funds 
within  the  submitted  budgets  to  accommodate  expenses  for  participants  at  these  meetings,  as  well  as  for  expenses  incurred 
in  the  conduct  and  monitoring  of  the  trial. 

All  awards  made  as  cooperative  agreements  under  the  above  circumstances  shall  be  subject  to  the  applicable  terms  of 
award.  Specific  terms,  conditions,  and  arbitration  procedures  pertaining  to  the  scope  and  nature  of  the  interaction 
between  the  NCI  and  their  awardees  will  be  incorporated  in  the  Notices  of  Award.  It  is  anticipated  that  these  terms 
and  conditions  will  enhance  the  relationship  between  the  National  Cancer  Institute  and  the  principal  investigator(s), 
and  will  facilitate  the  successful  conduct  and  completion  of  the  study.  Therefore,  applications  falling  under  these 
guidelines,  but  not  accepting  the  stated  conditions,  will  not  be  considered  for  funding. 

INQUIRIES 

Potential  applicants  for  research  of  this  magnitude  are  strongly  encouraged  to  contact  the  NCI  prior  to  making  detailed 
plans  or  submitting  their  application(s).  Questions  regarding  this  notice  and  requests  for  generic  sample  terms  and 
conditions  of  award  may  be  directed  to: 

Director,  Division  of  Extramural  Activities 

National  Cancer  Institute 

Executive  Plaza  North,  Suite  600 

Bethesda,  MD  20892 

Telephone:  (301)  496-5147 

FAX:  (301)  402-0956 

Potential  applicants  will  be  referred  for  further  consultation  to  the  appropriate  NCI  Program  and  Grants  Administration 
staff. 
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NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 


PHYSICAL  ACTIVITY  INTERVENTION  IN  HEALTH-CAKE  SETTINGS  FOR  HIGH-RISK  SEDENTARY  ADULTS  - CLINICAL  CENTER 

NIH  GUIDE.  Volune  22,  Number  43,  November  26,  1993 
RFP  AVAILABLE:  NHLBI -HC-94-06 
P.T.  34;  K.W.  0715040,  0715115,  0745030 
National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  is  soliciting  proposals  for  clinical  centers  to  participate  in 
a multicenter  clinical  trial  designed  to  develop  and  evaluate  various  intervention  approaches  delivered  in  health-care 
settings  as  to  their  effectiveness  in  increasing  and  maintaining  physical  activity  and  cardiorespiratory  fitness  among 
sedentary  men  and  women  at  elevated  risk  of  coronary  heart  disease  (CHD)  by  blood  pressure  (BP)  or  lipoprotein  criteria. 
The  study  will  also  examine  the  cost-effectiveness  of  the  various  intervention  approaches  as  well  as  the  magnitude  of 
effects  on  BP,  lipoproteins,  and  weight  and  the  long-term  maintenance  of  those  effects. 

Approximately  three  clinical  center  contracts  will  be  awarded.  Each  clinic  will  be  responsible  for  recruiting 
approximately  270  adult  participants  with  elevated  BP  or  atherogenic  lipid  profile,  who  are  sedentary,  for  randomization 
into  one  of  three  intervention  groups  and  one  comparison  group.  This  will  be  a five-year  study  with  a projected  award 
date  of  September  30,  1994.  The  primary  study  outcomes  will  be  cardiorespiratory  fitness  (i.e.,  maximum  oxygen  uptake) 
and  physical  activity  (frequency,  intensity,  duration,  and  estimated  caloric  expenditure).  Appropriate  settings  for 
the  clinical  centers  are  health-care  sites  that  provide  primary  care,  such  as  physician's  offices,  health  maintenance 
organizations,  hospital  outpatient  clinics,  and  community  health  centers.  Research  clinics  may  be  appropriate  if  shown 
to  be  applicable  to  the  delivery  of  primary  care.  Because  of  the  need  for  scientifically  comparable  data  in  a defined 
population  and  relevance  to  the  U.S.  health  care  system,  offerors  other  than  U.S.  institutions  will  not  be  considered. 
This  procurement  is  open  to  all  offerors  who  meet  the  determination  of  responsibility  as  defined  by  FAR  9.104.  Request 
for  Proposal  (RFP)  No.  NHLBI-HC-94-06  will  be  available  on  approximately  November  26,  1993.  Proposals  will  be  due  on 
March  21,  1994. 

INQUIRIES 

All  requests  for  this  RFP  must  be  submitted  in  writing  to  the  address  listed  below;  telephone  requests  will  not  be 
accepted.  Written  requests  must  reference  RFP  No.  NHLBI-HC-94-06  and  include  three  self-addressed  mailing  envelopes. 

John  C.  Taylor,  Contracting  Officer 
National  Heart,  Lung,  and  Blood  Institute 
7550  Wisconsin  Avenue 
Federal  Building,  Room  200 
Bethesda,  MD  20892 
Telephone:  (301)  496-9655 


TARGETING  ORAL  HEALTH  PROMOTION  IN  A MINORITY  COMMUNITY:  FEASIBILITY  STUDY 

NIH  GUIDE.  Volume  22,  Number  43,  November  26,  1993 
RFP  AVAILABLE:  NIH-NIDR-3-93-6R 
P.T.  34,  FF;  K.W.  0715148,  0502009 
National  Institute  of  Dental  Research 

The  National  Institute  of  Dental  Research  (NIDR)  has  a requirement  to  develop,  implement,  and  evaluate  communi ty- based 
health  behavior  interventions  to  reduce  high  rates  of  oral  diseases  and  conditions  within  minority  populations.  The 
research  is  a feasibility  study  of  a community-based  health  promotion  strategy  in  a minority  community;  the  proposed 
research  will  focus  on  one  geographically  defined  community  with  one  or  more  minority  populations  to  assess  the 
feasibility  of  a community's  ability  to  define  and  manage  its  oral  health. 

Request  for  Proposals  (RFP)  NIH-NIDR-3-93-6R  will  be  available  on  or  about  December  8,  1993,  with  proposals  due  on  or 
about  February  8,  1994.  It  is  anticipated  that  one  award  will  be  made  as  a result  of  this  solicitation. 

INQUIRIES 

The  RFP  package  will  be  available  upon  written  request  to: 

Marilyn  R.  Zuckerman,  Contracting  Officer 
Contract  Management  Office 
National  Institute  of  Dental  Research 
Westwood  Building,  Room  533 
Bethesda,  MD  20892 
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MAT I QUA L RESEARCH  SERVICE  AWARD- - INSTITUTIONAL  GRANTS 


NIH  GUIDE.  Volume  22,  Number  43,  November  26,  1993 

RFA  AVAILABLE:  HS-94-005 

P.T.  44;  K.W.  0730050,  0730021 

Agency  for  Health  Care  Policy  and  Research 

Application  Receipt  Date:  February  10,  1994 

THIS  IS  A NOTICE  OF  THE  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN  AN 
INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  announces  the  availability  of  National  Research  Service  Award 
(NRSA)  institutional  grants  to  eligible  institutions  to  develop  or  enhance  research  training  opportunities  for  qualified 
individuals  of  the  institution's  selection  who  have  demonstrated  an  interest  in  health  services  research  and  who  seek 
to  prepare  for  careers  in  the  systematic  examination  of  the  organization,  provision,  and  financing  of  health  care 
services. 

The  purpose  of  these  awards  is  to  assist  domestic  institutions  in  supporting  predoctoral  and  postdoctoral  academic 
training.  The  awards  allow  trainees  to  gain  one  or  more  years  of  experience  in  applying  research  methods  to  the 
evaluation  of  health  services.  The  AHCPR  does  not  support  short-term  training. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  The  AHCPR  urges  applicants  to  submit 
grant  applications  with  relevance  to  the  specific  objectives  of  this  initiative.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-004374-1)  through 
the  Superintendent  of  Dociments,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Only  domestic  non-profit  private  and  public  institutions  may  apply  for  grants  to  support  doctoral  and  postdoctoral  health 
services  research  training  programs.  The  applicant  institution  must  have  the  staff  and  facilities  required  for  the 
proposed  program.  The  training  program  director  at  the  institution  will  be  responsible  for  the  selection  and  appointment 
of  trainees  and  for  overall  direction  of  the  program.  Awards  are  made  for  full-time  training  only. 

Trainees  appointed  to  the  proposed  training  program  must  have  the  opportunity  to  carry  out  supervised  health  services 
research  with  the  primary  objective  of  extending  their  research  skills  and  knowledge  in  preparation  for  a health  services 
research  career.  Prospective  trainees  must  be  U.S.  citizens  or  noncitizen  nationals  or  permanent  residents  of  the  United 
States  in  possession  of  an  Alien  Registration  Receipt  Card  1-551  or  1-151,  or  other  legal  verification  of  such  status 
at  the  time  of  appointment.  Postdoctoral  trainees  in  the  first  12  months  of  postdoctoral  NRSA  support  are  required  to 
sign  a payback  agreement  in  accordance  with  regulations  published  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  22, 
No.  27,  July  30,  1993.  Further  information  on  trainee  eligibility,  costs,  and  service  payback  are  contained  in  the  RFA. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  will  be  the  National  Research  Service  Award  institutional  training  grant  (T32). 

FUNDS  AVAILABLE 

The  AHCPR  expects  to  fund  approximately  three  awards  in  response  to  this  RFA;  the  total  funds  available  are  not  expected 
to  exceed  $500,000.  This  is  a one-time  solicitation  and  is  made  subject  to  availability  of  funds.  The  AHCPR  reserves 
the  right  to  withdraw  this  RFA  if  funds  do  not  become  available. 

RESEARCH  OBJECTIVES 

Levels  and  Areas  of  Training 

AHCPR -sponsored  National  Research  Service  Awards  emphasize  multidisciplinary  health  services  research  training. 
Institutions  may  apply  for  support  for  predoctoral  students,  postdoctoral  students,  or  a combination.  Applicants  should 
include  a rationale  for  their  choice  of  supporting  the  proposed  level(s)  of  students.  Research  training  should  provide 
a rigorous  conceptual  and  methodological  foundation  for  investigating  health  care  areas  including  the  following: 

o Determinants  of  successful  health  care  market  reform,  including  incentives  for  selection  of  efficient  plans  by  health 
care  purchasers  and  effective  management  by  health  care  providers; 

o Cost-effectiveness  and  cost-benefit  analysis,  including  allocation  of  health  care  resources  and  its  relationship  to 
health  status; 

o Analysis  of  service  delivery,  resource  use,  and  costs  of  care  for  persons  with  HIV-related  illnesses; 

o Primary  care  issues,  including  relationships  between  the  structure  and  organization  of  service  delivery,  and  access 
to  and  costs  and  outcomes  of  care; 
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o Evaluation  of  managed  care  and  other  alternative  approaches  to  organizing,  financing,  and  reimbursing  health  care 
services; 

o Alternative  delivery  systems,  providers,  and  practice  patterns  in  long-term  care  including  home  and  communi ty- based 
care; 

o Medical  treatment  effectiveness  issues,  including  evaluation  of  outcomes  associated  with  the  use  of  clinical  practice 
guidelines; 

o Availability,  accessibility,  effectiveness,  and  quality  of  care  for  underserved  populations  such  as  low-income  groups 
and  minorities; 

o Rural  health  issues,  including  primary  care  access,  service  delivery,  technology  diffusion,  and  supply  of  health 
professionals; 

o Medical  malpractice  and  liability; 

o Appropriateness  and  effectiveness,  including  cost  effectiveness,  of  alternative  treatments  and  technologies; 

o Factors  affecting  dissemination  and  assimilation  of  health  and  clinical  information  to  practitioners  and  patients; 

o The  development  of  measures,  methods,  and  technologies  to  support  quality  assurance  and  foster  quality  improvement 
in  health  care;  and 

o Application  of  medical  informatics  to  developing  and  improving  expert  systems  for  clinical  diagnosis  and  treatment 
selection. 

APPLICATION  PROCEDURES 

The  RFA  contains  important  information  for  applicants  and  may  be  obtained  from  Ms.  Castillo  at  the  address  listed  under 
INQUIRIES.  The  application  receipt  date  is  February  10,  1994.  The  research  grant  application  form  PHS  398  (rev.  9/91) 
is  to  be  used.  This  form  is  available  at  most  institutional  offices  of  sponsored  research  and  the  Office  of  Grant 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301-594-7248. 

REVIEW  CONSIDERATIONS 

Appl  ications  will  be  reviewed  by  an  AHCPR  initial  review  group  ( IRG)  and  by  the  National  Advisory  Council  for  Health 
Care  Policy,  Research,  and  Evaluation.  The  NRSA  training  grant  receipt  date  is  February  10,  1994.  Grants  will  be 
awarded  by  September  30,  1994.  In  addition  to  IRG  recommendations,  the  Council  will  consider  the  application  within 
AHCPR's  overall  research  and  training  goals. 

The  initial  review  group  will  consider  the  following  criteria  in  its  review: 
o Qualifications  and  responsibilities  of  the  program  director; 

o Qualifications  of  the  program's  faculty,  including  ongoing  health  services  research  support  and  ability  to  serve  as 
effective  mentors  for  trainees; 

o Objectives  and  design  of  the  proposed  training  program  and  the  probability  of  achieving  stated  goals; 

o Substantive  content  of  the  proposed  program  and  its  relevance  to  current  health  care  concerns,  including  descriptions 
of  courses  offered; 

o Documentation  of  availability  of  qualified  candidates  and  program's  plans  for  recruitment  and  selection  of  trainees; 

o Institutional  commitment  to  providing  a quality  training  environment,  including  availability  of  space  and  facilities, 
curriculum  time,  and  research  support; 

o Demonstration  of  cooperation  by  any  collaborating  facilities  or  institutions  in  providing  experience  and  research 
training  sites  for  trainees  and  mechanisms  for  integration  of  trainees; 

o Proposed  methods  for  monitoring  and  evaluating  performance  of  trainees  and  of  the  overall  program,  including  tracking 
of  graduates  after  completion  of  training  and  record  of  trainees  in  obtaining  individual  research  awards  or  fellowships 
following  training  and  in  establishing  careers  in  health  services  research; 

o Record  of  the  training  program  in  retaining  health  professional  postdoctoral  trainees  for  more  than  1 year  of  research 
training;  and 

o Reasonableness  of  the  proposed  budget,  including  number  and  levels  of  trainees,  in  relation  to  the  research  training. 

In  addition,  applicant  institutions  will  be  evaluated  on  the  acceptability  of  their  proposed  plans  for  instruction  in 
the  responsible  conduct  of  research  and  for  recruiting  individuals  from  underrepresented  minority  groups  into  the 
proposed  training  program.  Prospective  applicants  should  consult  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  21,  No. 
43,  November  27,  1992,  and  Vol.  22,  No.  25,  July  16,  1993,  for  information  on  these  two  issues. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  are  encouraged  and  the  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  are  welcome. 
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Inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  may  be  directed  to: 


DonnaRae  Castillo 
NRSA  Project  Officer 

Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street,  Suite  501 
Rockville,  MD  20852 
Telephone:  (301)  594-1362 

Direct  inquiries  regarding  fiscal /administrative  matters  to: 

Ralph  Sloat 

Grants  Management  Branch 

Agency  for  Health  Care  Policy  and  Research 

2101  East  Jefferson  Street,  Suite  601 

Rockville,  MD  20852 

Telephone:  (301)  594-1447 

AUTHORITY  AND  REGULATIONS 

NRSA  institutional  training  grants  are  made  under  authority  of  Section  487  of  the  Public  Health  Service  (PHS)  Act  as 
amended  (42  USC  288).  Title  42  of  the  Code  of  Federal  Regulations,  Part  66,  is  applicable  to  this  program.  The  program 
is  described  under  Catalog  of  Federal  Domestic  Assistance  No.  93.225.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372. 


BREAST  CANCER  RESEARCH  PROGRAMS  IN  NCI- DESIGNATED  CANCER  CENTERS 

NIH  GUIDE.  Volume  22,  Number  43,  November  26,  1993 
RFA  AVAILABLE:  CA/ES/AG-94-005 
P.T.  34;  K.U.  0715036,  0710030 
National  Cancer  Institute 

National  Institute  of  Environmental  Health  Sciences 
National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  January  12,  1994 
Application  Receipt  Date:  February  17,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

This  RFA  is  sponsored  by  the  Cancer  Centers  Branch,  Division  of  Cancer  Biology,  Diagnosis  and  Centers  (DCBDC)  of  the 
National  Cancer  Institute  (NCI);  the  Chemical  Exposures  and  Molecular  Biology  Branch,  Division  of  Extramural  Research 
and  Training  of  the  National  Institute  of  Environmental  Health  Sciences  (NIEHS);  and  the  Extramural  Research  Programs 
of  the  National  Institute  on  Aging  (NIA).  The  co-sponsoring  Institutes  announce  the  availability  of  planning  and 
development  grants  for  the  purpose  of  developing  and  establishing  broad,  multidisciplinary  research  programs  in  breast 
cancer  within  existing  NCI -designated  cancer  centers  (i.e.,  those  institutions  currently  awarded  a Cancer  Center  Support 
Grant,  P30). 

The  primary  purpose  of  this  RFA  is  to  encourage  Cancer  Centers  that  do  not  currently  have  a formal  breast  cancer  research 
"program"  to  develop  and  establish  the  research  infrastructure  for  an  organized,  interactive  activity  within  the  center. 
A secondary  purpose  is  to  encourage  cancer  centers  with  established  breast  cancer  research  programs  to  expand  their 
competitive  research  base  by  focusing  on  breast  cancer  in  the  elderly  and/or  on  environmental  factors  affecting  the 
incidence,  morbidity,  and  mortality  of  breast  cancer.  In  the  primary  area,  emphasis  should  be  placed  on  developing 
"programs"  that  will  involve  a broad  array  of  research  approaches  in  basic,  clinical,  and  prevention  and  control  research 
and  that  will  have  the  potential  for  medical  application  and  impact  on  reducing  the  incidence  and  mortality  of  breast 
cancer  on  a local,  regional,  and/or  national  level.  In  the  secondary  area,  the  center  should  already  have  a strong, 
broadly-based  research  "program"  in  place  with  potential  for  medical  application,  and  emphasis  should  be  placed  on 
expanding  the  existing  "program"  to  take  advantage  of  research  opportunities  related  to  the  elderly  and/or  to 
environmental  factors.  Under  both  purposes,  the  sponsoring  Institutes  will  be  particularly  receptive  to  applications 
that  include  or  involve  a focus  on  the  problem  of  breast  cancer  in  underserved  minority  populations  and  populations  of 
women  that  have  disproportionately  high  death  rates  due  to  cancer. 

Upon  completion  of  these  planning  and  development  grants,  it  is  anticipated  that  recipient  institutions  will  either  have 
a formal  breast  cancer  research  "program"  in  place  or  an  expanded  "program"  addressing  breast  cancer  in  the  elderly 
and/or  environmental  factors  contributing  to  breast  cancer.  It  is  also  expected  that  those  "programs"  will  be  sustained 
in  the  future  through  the  same  types  of  competitive  funding  sources  that  support  other  established  programs  in  the  Cancer 
Center. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Breast  Cancer  Research  Programs 
in  NCI -designated  Cancer  Centers,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy 
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of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Surenary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Only  institutions  that  are  current  recipients  of  Cancer  Center  Support  Grants  (CCSG)  (P30)  awards  from  the  NCI  are 
eligible  to  apply  for  a planning  and  development  grant  in  response  to  this  RFA.  Two  different  levels  of  eligibility 
are  as  follows: 

Option  A 

1.  Eligibility.  Cancer  Centers  that  currently  have  neither:  (a)  an  existing  breast  cancer  research  "program"  or 
substantial  breast  cancer  research  activity  equivalent  to  a program  that  is  part  of  the  CCSG-supported  Cancer  Center; 
or  (b)  a Specialized  Program  of  Research  Excellence  (SPORE)  (P50)  grant  in  breast  cancer. 

2.  Purpose/ Funds.  These  institutions  may  apply  for  up  to  $400,000  in  total  costs  per  year  for  up  to  four  years  for 
the  purpose  of  developing  a broadly  based  research  program  in  breast  cancer  (see  FUNDS  AVAILABLE). 

Option  B 

1.  Eligibility.  Cancer  Centers  that  currently  already  have  either:  (a)  an  existing  research  "program"  or  substantial 
breast  cancer  research  activity  equivalent  to  a "program"  that  is  part  of  the  CCSG-supported  Cancer  Center;  or  (b)  a 
Specialized  Program  of  Research  Excellence  (SPORE)  (P50)  grant  in  breast  cancer. 

2.  Purpose/Funds.  These  institutions  may  apply  for  up  to  $150,000  in  total  costs  per  year  to  develop  research 
activities  focused  on  breast  cancer  in  elderly  women  or  on  environmental  factors  influencing  breast  cancer.  An 
Institution  may  apply  for  both  of  these  expansion  components,  but  must  provide  separate  applications  for  each.  The 
maximum  period  of  support  will  be  four  years,  (see  FUNDS  AVAILABLE) 

MECHANISM  OF  SUPPORT 

This  RFA  is  a one-time  solicitation.  Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH) 
exploratory  grant  mechanism  (P20).  Applicants  will  be  responsible  for  the  planning,  direction,  and  execution  of  the 
proposed  project.  Awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants 
Policy  Statement,  DHHS  Publication  No.  OASH  90-50,000  (rev.  October  1,  1990)  and  this  RFA. 

The  P20  Planning  and  Development  Grant  will  support:  (1)  the  partial  salary  of  the  Program  Development  Director;  (2) 
funds  for  special  retreats  and  meetings;  (3)  developmental  funds  for  recruitment  of  new  scientists;  (4)  developmental 
funds  for  pilot  projects;  and  (5)  expansion  of  an  existing  shared  resource  or  development  of  a new  shared  resource. 

FUNDS  AVAILABLE 

Approximately  $4.9  million  is  anticipated  for  availability  in  Fiscal  Year  1994  to  fund  applications  submitted  in  response 
to  this  RFA.  Up  to  eight  awards  for  the  development  of  new  breast  cancer  programs  could  be  made  for  approximately 
$400,000  total  costs  per  year.  For  those  Centers  applying  for  expansion  of  their  existing  programs,  up  to  12 
subcomponents  could  be  awarded  at  $150,000  total  costs  each  per  year.  The  funding  level  is  dependent  on  the  receipt 
of  a sufficient  number  of  applications  of  high  merit.  The  sponsoring  Institutes  could  fund  more  or  fewer  grants  than 
the  numbers  estimated  above  depending  on  the  scientific  merit  of  the  applications  received.  The  total  project  period 
is  limited  to  not  more  than  four  years.  The  earliest  possible  start  date  for  the  initial  awards  will  be  September  30, 
1994.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  NIEHS  and  NIA,  the  award  of  grants 
pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Breast  cancer  is  the  most  common  cancer  among  U.S.  females  and  the  incidence  of  breast  cancer  has  increased  at  a rate 
of  approximately  two  percent  per  year  since  1980.  This  RFA  is  to  encourage  research  that  draws  from  expertise  in  many 
disciplines  to  focus  on  the  problem  of  breast  cancer  in  the  basic,  clinical  and  prevention  and  control  research  arenas, 
and  in  research  that  bridges  basic  science  with  clinical  research.  Significant  scientific  and  clinical  expertise  in 
breast  cancer  exists  in  many  of  the  NCI -designated  Cancer  Centers  throughout  the  country.  Cancer  Centers  have 
well-established  interactive  research  environments,  and  they  have  the  leadership,  space,  equipment,  structure  and 
resources  already  available  to  take  advantage  of  new  research  directions  as  opportunities  arise.  This  RFA  is  designed 
to  provide  a significant  part  of  the  developmental  resources  necessary  to  establish  the  program  in  order  to  encourage 
qualified  institutions  to  make  the  long  term  commitment  necessary  to  sustain  the  program  as  a ongoing  part  of  the  Cancer 
Center. 

The  goal  of  this  RFA  is  to  establish  a solid,  broad-based  infrastructure  for  the  conduct  and  continued  development  of 
breast  cancer  research.  The  planning  effort  should  result  in  an  integrated,  interactive  research  capability  with  a 
significant  base  of  externally  funded,  peer  reviewed  research  projects,  focused  on  the  problem  of  breast  cancer.  The 
functions  of  the  Cancer  Center  Support  Grant  and  the  definitions  of  and  requirements  for  formal  cancer  research 
"programs,"  are  described  in  "Guidelines:  Cancer  Center  Support  Grants."  This  document  is  available  from  the  NCI 
program  staff  listed  under  INQUIRIES. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

Clinical  research  conducted  under  this  RFA  is  likely  to  accrue  women  predominantly.  However,  applicants  should  also 
ensure  that  special  attention  is  given  to  the  inclusion  of  minorities  in  study  populations.  If  minorities  are  not 
included  in  the  study  population  for  any  clinical  study,  a specific  justification  for  the  exclusion  from  the  study  must 
be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  January  12,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  application;  the  name,  address,  and  telephone  martber  of  the  Principal  Investigator;  the  names  of  other 
key  personnel;  the  participating  institution(s);  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
a subsequent  application,  the  information  that  it  contains  allows  Institute  staff  to  estimate  the  potential  review 
workload,  to  establish  the  peer  review  group  as  soon  as  possible,  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Margaret  E.  Holmes  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  the  P20  Planning  Grant.  These 
forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division 
of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594- 
7248;  and  the  program  administrators  listed  under  INQUIRIES.  Supplemental  instructions  for  preparing  the  application 
are  provided  in  the  RFA.  The  receipt  date  for  applications  under  this  RFA  is  February  17,  1994. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  initially  for  completeness  and  responsiveness.  Incomplete  or  non -responsive 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Applications  will  be  assessed  on:  (1) 
the  technical  merit  of  the  proposed  plans  and  all  scientific  elements  critical  to  the  development  of  a strong  research 
program;  (2)  the  contributions  of  other  resources  from  the  cancer  center  and  the  institution  to  the  successful 
development  of  a research  program;  and  (3)  the  potential  of  the  cancer  center  to  develop  a successful,  broad-based, 
interactive  research  program  with  clinical  application  capability  over  the  period  of  the  planning  process.  The  final 
priority  score  will  be  based  on  how  well  the  cancer  center  is  expected  to  build  upon  its  current  research  capabilities 
to  establish  or  expand  a breast  cancer  research  program  with  a competitively  funded  research  base  that  is 
multidisciplinary,  interactive,  and  collaborative  and  that  has  the  potential  for  generating  results  that  may  have 
effective  applications.  The  specific  criteria  that  will  be  used  by  the  peer  review  group  in  its  evaluation  of  each 
application  are  outlined  in  the  RFA.  Only  highly  meritorious  applications  will  be  funded.  The  earliest  anticipated 
date  of  award  is  September  30,  1994. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Margaret  E.  Holmes,  Ph.D. 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  502 

Bethesda,  MD  20892 

Telephone:  (301)  496-8531 

FAX:  (301)  402-0181 

Wi l l lam  Suk,  Ph.D. 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-0797 
FAX:  (919)  541-2843 

Rosemary  Yancik,  Ph.D. 

Assistant  Director  for  Liaison  and  Applied  Research 

National  Institute  on  Aging 

Building  31,  Room  5C05 

Bethesda,  MD  20892 

Telephone:  (301)  496-5278 

FAX:  (301)  496-2793 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Crystal  Elliot 

Grants  Adnini strati on  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  242 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  19 

Mr.  David  Mine© 

Grants  Management  Branch 

National  Institute  of  Environmental  Health  Sciences 
Building  2,  Mail  Drop  2-01 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7628 
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Joseph  Ellis 

Grants  and  Contracts  Management  Office 
National  Institute  on  Aging 
Gateway  Building,  Room  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number  93.397,  Cancer  Centers  Support.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  100-607)  and  administered 
under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 


CENTERS  OF  EXCELLENCE  IN  MOLECULAR  HEMATOLOGY 

NIH  GUIDE.  Volune  22,  Number  43,  November  26,  1993 
RFA  AVAILABLE:  DK-94-013 

P.T.  04;  K.U.  0785070,  1002004,  1002008,  0710030,  0715132 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  4,  1994 
Appl  i cat  ion  Receipt  Date:  March  17,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

This  RFA  invites  investigators  to  submit  research  applications  for  Centers  of  Excellence  in  Molecular  Hematology.  The 
Centers  are  intended  to  create  a focus  for  multidisciplinary  investigations  into  the  cellular  and  molecular  bases  of 
genetic  diseases  of  the  blood;  encourage  the  efficient  assembly  of  the  needed  expertise,  equipment,  and  technologies 
to  generate  advances  in  molecular  hematology;  attract  new  scientific  expertise  into  the  study  of  the  molecular  mechanisms 
of  hematologic  diseases  and  disorders;  and  utilize  cellular  and  molecular  biology  techniques  to  develop  methods  to 
characterize,  identify,  treat,  and  cure  inherited  diseases  of  the  blood  and  genetic  diseases  of  other  systems. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Centers  of  Excellence  in 
Molecular  Hematology,  is  related  to  the  priority  area  of  chronic  disabling  conditions.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Foreign  institutions  are  ineligible.  Minority  individuals  and  women  are  encouraged  to  submit  as 
Principal  Investigators. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  specialized  center  (P50)  award. 
Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 
Except  as  otherwise  stated  in  this  announcement,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
PHS  Grants  Policy  Statement. 

FUNDS  AVAILABLE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (N1DDK)  expects  to  award  up  to  three  (3)  center 
grants  (P50)  for  molecular  hematology  research  in  fiscal  year  1994.  The  anticipated  awards  are  for  five  years  and  are 
contingent  upon  the  availability  of  appropriated  funds.  The  total  amount  of  available  funds  to  support  this  program 
is  anticipated  to  be  no  more  than  $2.25  million  per  year.  No  applicant  may  request  more  than  $750,000  in  total  costs 
(including  both  direct  and  indirect  costs)  in  the  initial  budget  period.  A standard  escalation  factor  may  be  used  for 
subsequent  budget  periods.  The  award  date  for  these  grants  will  be  September  30,  1994. 

RESEARCH  OBJECTIVES 

During  the  past  two  decades,  major  advances  have  been  made  in  understanding  the  molecular  basis  for  inherited  diseases, 
including  the  genes  for  Cooley's  anemia,  sickle  cell  disease,  and  hemophilia.  The  Centers  of  Excellence  in  Molecular 
Hematology  are  intended  to  promote  the  development  of  the  broad  range  of  scientific  expertise  and  technologies  needed 
for  investigation  of  genetic  diseases  and  genetic  therapy.  The  Centers  will  emphasize  the  study  of  gene  structure  and 
function,  the  structural  biology  of  proteins  and  the  complex  biochemistry  of  protein  interactions,  the  mechanisms  of 
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hematopoietic  gene  regulation  and  of  differential  gene  expression  during  hematopoietic  cell  maturation  and 
differentiation.  They  will  have  as  their  ultimate  goal  the  development  of  preventive,  curative,  or  intervention 
strategies  in  the  treatment  of  genetic  diseases. 

Areas  addressed  by  the  NIDDK  Centers  of  Excellence  in  Molecular  Hematology  should  relate  to  announced  research  emphases 
of  the  NIDDK  in  hematologic  research.  The  program's  areas  of  emphasis  include  the  molecular  and  cellular  biology  of 
hematopoiesis;  hematopoietic  stem  cell  biology;  erythropoietin  and  other  hematopoietic  growth  factors;  erythrocyte 
metabolism  and  ion  transport;  hematopoietic  membrane  biology;  hemoglobin  biosynthesis  and  regulation;  and  iron  absorption 
and  metabolism. 

Administrative  guidelines  describing  the  Centers  of  Excellence  in  Molecular  Hematology  (P50)  and  the  application  process 
for  the  Centers  are  available  from  the  NIDDK.  These  guidelines  should  be  requested  before  applying. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center  for 
Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  may  be  included  with  the  application. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  the  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided.  Applications 
without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  February  4,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  The  letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications.  The  letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying,  and  is  available  from  most 
institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of  Research  Grants, 
National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  Applications 
must  be  received  by  March  17,  1994.  If  an  application  is  received  after  that  date,  it  will  be  returned  to  the  applicant. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  examined  for  completeness  and  responsiveness.  Incomplete  applications  or 
non- responsive  applications  will  be  returned  to  the  applicant  without  further  consideration.  Those  applications  that 
are  complete  and  responsive  will  be  evaluated  by  an  appropriate  peer  review  group  convened  by  the  NIDDK.  Where  the 
number  of  applications  is  large  compared  to  the  number  of  awards  to  be  made,  a preliminary  scientific  peer  review  may 
be  conducted  and  applications  withdrawn  from  further  competition  when  they  are  not  competitive  for  the  award. 
Applications  judged  to  be  competitive  will  be  reviewed  for  scientific  and  technical  merit  in  accordance  with  the  usual 
NIH  peer  review  procedures.  The  applications  will  be  given  a secondary  review  by  the  NIDDK  Advisory  Council. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Copies  of  the  RFA,  and  the  Administrative  Guidelines 
for  NIDDK  Centers  of  Excellence  in  Molecular  Hematology  may  be  obtained  from: 

David  G.  Badman,  Ph.D. 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  5A-04 

Bethesda,  MD  20892 

Telephone:  (301)  594-7541 

FAX:  (301)  594-7501 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Aretina  D.  Perry 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


GENE  THERAPY  FOR  DISORDERS  CAUSING  MENTAL  RETARDATION 

NIH  GUIDE.  Volune  22,  Nurber  43,  November  26,  1993 
RFA  AVAILABLE:  HD-94-010 

P.T.  34;  K.U.  0745032,  0715130,  0715135,  1002019 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  December  30,  1993 
Appl  ication  Receipt  Date:  March  25,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Mental  Retardation  and  Developmental  Disabilities  Branch  (MRDD),  Center  for  Research  for  Mothers  and  Children  (CRMC), 
National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites  program  project  grant  applications  to  develop 
new  technologies,  or  improve  existing  ones,  for  gene  therapy  targeted  toward  disorders  causing  mental  retardation.  For 
the  purpose  of  this  RFA,  the  diseases  of  interest  are  restricted  to  genetic  conditions  in  which  mental  retardation  is 
the  primary  clinical  manifestation.  Genetic  disorders  causing  mental  retardation  include  defects  of  amino  acid 
metabolism,  urea  cycle  defects,  organic  acidemia,  carbohydrate  metabolism  (e.g.,  galactosemia),  peroxisomal  disorders, 
trace  metal  defects,  lysosomal  storage  diseases,  and  disorders  of  purine  metabolism  (e.g.,  Lesch-Nyhan  syndrome). 
Whatever  organs  are  necessary  to  target  for  gene  transfer  to  correct  or  prevent  mental  retardation  could  be  considered 
in  response  to  this  RFA. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Gene  Therapy  for  Disorders 
Causing  Mental  Retardation,  is  related  to  the  priority  area  of  chronic  disabling  conditions.  Potential  applicants  nay 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Seminary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Docunents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  and  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applicants  may  collaborate,  through  consultation  or  contractual  arrangements,  with  foreign 
investigators.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  NIH  program  project  grant  mechanism  (P01).  The  applications  should  be  prepared  in  a manner 
consistent  with  the  information  presented  in  the  publication,  P01  Program  Project  Guidelines,  Division  of  Scientific 
Review,  NICHD  that  is  available  from  NICHD  staff  listed  under  INQUIRIES.  Responsibility  for  the  planning,  direction, 
and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications 
submitted  in  response  to  this  RFA  may  not  exceed  five  years.  The  anticipated  award  date  is  September  30,  1994. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator- initiated  applications  and  will  be  reviewed  according  to  the  customary  NIH  peer  review  procedures. 

FUNDS  AVAILABLE 

It  is  estimated  that  program  project  applications  submitted  in  response  to  this  announcement  will  compete  for 
approximately  $3  million  in  direct  costs  that  will  be  made  available  for  the  first  year  of  support.  It  is  anticipated 
that  four  to  five  awards  will  be  made.  The  number  of  awards  depends  on  the  overall  scientific  merit  of  the  applications 
and  the  availability  of  funds  in  fiscal  year  1994.  Four  to  five  POIs  may  be  funded  under  this  grant  solicitation. 
Assignment  of  grants  to  appropriate  Institutes  will  be  based  on  current  National  Institutes  of  Health  (NIH)  referral 
guidelines. 

RESEARCH  OBJECTIVES 

The  MRDD  Branch  supports  research  that  relates  to  the  biological,  behavioral,  and  social  processes  that  contribute  to, 
or  influence  the  development  of,  mental  retardation  and  developmental  disabilities.  Prevention  of  MRDD  and  amelioration 
of  the  clinical  manifestations  of  those  afflicted  constitute  areas  of  special  emphasis  within  the  Branch.  To  accomplish 
its  mission,  the  Branch  uses  the  mechanisms  of  research  grants,  supports  special  core  facilities  in  the  Mental 
Retardation  Research  Centers,  provides  contract  support  for  development  of  new  research  resources,  and  disseminates 
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information  to  the  scientific  community  and  the  public. 


Genetic  disorders  have  become  increasingly  prominent  in  the  etiology  of  mental  retardation,  particularly  in  severe  cases, 
i.e.,  I.Q.  <50.  In  a survey  of  122  severely  mentally  retarded  children  in  Sweden,  36  percent  were  found  to  have 
demonstrable  chromosome  abnormalities,  and  five  percent  were  caused  by  mutant  genes.  In  addition,  20  percent  had 
multiple  congenital  anomaly  syndromes  and  16  percent  had  perinatal  or  unidentified  prenatal  causes.  Since  a large 
proportion  of  the  multiple  congenital  anomaly  syndromes,  especially  those  that  affect  the  central  nervous  system,  and 
some  of  the  unidentified  prenatal  causes  are  genetically  determined,  it  is  likely  that  genetic  causes  accounted  for  more 
than  50  percent  of  the  total.  With  aggressive  use  of  antimicrobial  agents  to  treat  infectious  diseases,  widespread 
immunization  programs  to  protect  against  bacterial  and  viral  infectious  agents,  better  nutrition,  and  surgical  correction 
of  congenital  defects,  increasing  nunbers  of  mentally  retarded  children  who  otherwise  would  have  succumbed  are  able  to 
survive  and  live  longer. 

Significant  progress  has  been  made  in  several  areas  of  research  relevant  to  gene  therapy.  The  concepts  have  evolved 
quite  rapidly  from  in  vitro  cellular  and  molecular  studies,  preclinical  studies  on  an  expanding  list  of  animal  models 
for  human  genetic  disorders,  to  actual  clinical  gene  therapy  involving  hunan  subjects.  The  number  of  cloned  and 
characterized  genes  is  increasing  rapidly;  we  now  have  a better  understanding  of  the  nature  of  disease -producing 
mutations,  and  gene  regulation;  a much  improved  and  growing  list  of  gene  delivery  systems  are  available;  and  various 
methods  can  now  be  applied  to  develop  animal  models  for  genetic  disorders.  In  addition,  the  limited  number  of  approaches 
that  are  currently  available  such  as  dietary  restriction,  and  enzyme  replacement,  to  treat  a number  of  genetic  disorders, 
are  not  completely  successful  and  require  life-long  treatment. 

This  RFA  solicits  applications  that  will  address  methods  to  efficiently  transfer  foreign  genes  into  human  and  other 
mammalian  systems,  including  transfer  of  genetically  modified  cells  to  recipient  tissues,  organs,  or  animal  models; 
develop  methods  for  sustained  survival,  and  controlled  expression  of  transferred  foreign  genes  in  vivo  by  developing 
and  using  appropriate  enhancers  and  other  regulatory  sequences;  develop  genetic  animal  models  of  human  diseases  by 
homologous  recombination,  gene  knockout,  and  other  methods;  and  initiate  human  clinical  trials  for  conditions  that  cause 
mental  retardation.  Proposed  projects  should  evaluate  the  efficacy,  long-term  effects,  safety  and,  in  human  trials, 
neuropsychological  outcomes. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  December  30,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  titles  of  the  component 
subprojects  and  the  Principal  Investigator,  core  facilities  when  applicable,  and  the  director  of  each  core,  names  of 
other  key  personnel  and  participating  institutions;  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NICHD  staff  to  estimate  the  potential  review  workload  and  to  avoid 
possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Felix  F.  de  la  Cruz  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  applicant  is  to  submit  the  application  using  PHS  398  (rev.  9/91).  Application  kits  containing  this  form  and  the 
necessary  instructions  are  available  in  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  (301)  594-7248.  The  application  must  be  submitted  to  the  Division  of  Research  Grants  by 
March  25,  1994. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  to  the  RFA  by  NICHD  staff. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  Institute  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the 
applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle.  Under  certain 
circumstances,  applications  may  be  triaged  by  a peer  review  group  on  the  basis  of  relative  competitiveness.  In  that 
case,  the  NIH  will  withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  an  award  and 
notify  the  applicant  Principal  Investigator  and  institutional  official.  Applications  judged  to  be  competitive  will 
undergo  further  scientific  merit  review.  Applications  that  are  complete  and  responsive  will  be  evaluated  for  scientific 
and  technical  merit  by  a review  panel  convened  solely  for  this  purpose  by  the  Division  of  Scientific  Review,  NICHD. 
The  second  level  of  review  will  be  provided  by  the  National  Advisory  Child  Health  and  Human  Development  Council. 

Review  criteria  for  this  RFA  are  generally  the  same  as  those  for  unsolicited  research  grant  applications  and  are 
described  in  the  RFA. 

AWARD  CRITERIA 

In  addition  to  the  scientific  and  technical  merit  of  the  application,  other  factors  will  be  considered  in  making  the 
awards.  Among  these  are  relevance  to  mental  retardation;  access  to  unique  populations;  and  institutional  commitment 
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and  support.  The  anticipated  date  of  award  is  September  30,  1994. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA,  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Requests  for  the  RFA  and  program  project  guidelines,  and  inquiries  regarding  programmatic  and  scientific  issues  may  be 
directed  to: 

Felix  F.  de  la  Cruz,  M.D.,  M.P.H. 

Mental  Retardation  and  Developmental  Disabilities  Branch 
National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  4B-09 
Bethesda,  MD  20892 
Telephone:  (301)  496-1383 

Fiscal  and  administrative  inquiries  may  be  directed  to: 

Mr.  E.  Douglas  Shawver 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A-17 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.865,  Research  for  Mothers  and  Children. 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 
BASIC  RESEARCH  IN  SUPPORT  OF  TREATMENTS  FOR  AIDS 

NIH  GUIDE.  Volune  22,  Number  43,  November  26,  1993 

PA  NUMBER:  PA-94-014 

P.T.  34;  K.W.  0715008,  0710030 

National  Institute  of  General  Medical  Sciences 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

PURPOSE 

The  purpose  of  this  program  announcement  (PA)  is  to  encourage  research  in  areas  fundamental  to  the  development  of 
treatments  for  AIDS  and  associated  opportunistic  infections. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Basic  Research  in  Support  of 
Treatments  for  AIDS,  is  related  to  the  priority  area  of  HIV  infection.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-  00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  eligible 
for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards  and  program  project  (P01)  grants. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  individual  research  project  grant  (ROD,  and  the  FIRST  Award  (R29). 
Individuals  desiring  to  apply  for  support  under  one  of  these  mechanisms  are  specifically  encouraged  to  apply  for  grants 
citing  this  program  announcement. 

The  National  Institute  of  General  Medical  Sciences  (NIGMS)  and  the  National  Institute  of  Diabetes  and  Digestive  and 
Kidney  Diseases  (NIDDK)  will  also  support  this  program  through  the  program  project  grant  (P01)  mechanisms.  However, 
the  National  Institute  of  Allergy  and  Infectious  D i seases  (NI AID)  will  NOT  accept  investigator  initiated  program  project 
(P01)  applications.  Potential  applicants  are  advised  to  contact  the  program  staff  listed  under  INQUIRIES  for  guidance 
in  the  areas  appropriate  for  program  project  grant  applications  and  the  preparation  of  the  application  itself. 
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Investigators  holding  active  P01  (NIGMS  and  NIDDK  only),  R01,  or  Method  to  Extend  Research  in  Time  (MERIT)  (R37)  grants 
to  study  fundamental  processes  associated  with  interaction  of  proteins  with  ligands,  bioavailability  of  drugs, 
crystallization  of  proteins,  macromolecular  engineering,  or  evolutionary  adaptation,  with  at  least  one  year  of  support 
remaining  at  the  time  of  the  anticipated  award,  are  also  encouraged  to  apply  through  competing  supplemental  awards. 

RESEARCH  OBJECTIVES 

Despite  all  that  is  known  about  fundamental  biological  processes,  particularly  at  the  molecular  level,  and  the 
application  of  this  knowledge  to  understanding  the  structure  and  replication  of  HIV,  there  are  still  fundamental  gaps 
in  our  understanding  of  basic  biology  that  must  be  filled  before  a rational  approach  to  the  treatment  of  HIV  infection 
and  associated  secondary  infections  can  be  accomplished.  These  gaps  include: 

o A basic  understanding  of  the  factors  that  govern  the  interaction  of  proteins  with  ligands--especially  with  respect 
to  the  flexibility  of  both  the  binding  site  of  the  protein  and  binding  ligand.  Such  an  understanding  is  essential  for 
the  de  novo  design  of  drugs  to  inhibit  specific  proteins  necessary  for  the  HIV  life  cycle  and  antibiotics  to  treat 
opportunistic  infections. 

o A basic  understanding  of  the  factors  that  govern  the  availability  of  a drug  at  its  site  of  action.  Potential  new 
drug  candidates  frequently  fail  due  to  poor  bioavailability,  i .e. , the  compounds  show  high  receptor  affinity,  but  fail 
to  get  to  their  targets  in  sufficient  quantity.  Recently,  efforts  to  develop  HIV  protease  inhibitors  as  new  drugs  to 
treat  HIV  infection  have  foundered  because  of  a failure  to  achieve  adequate  intracellular  drug  concentrations.  The 
reasons  why  these  new  drug  candidates  fail  is  not  well  understood,  and  thus,  cannot  be  accounted  for  in  the  design  stage. 

o A basic  understanding  of  the  principles  that  underlie  the  crystallization  of  proteins--especial ly  membrane  and/or 
glycosylated  proteins.  The  inability  to  routinely  crystallize  a given  protein  is  a serious  roadblock  in  the 
determination  of  the  three-dimensional  structure  of,  for  example,  the  envelope  protein  of  HIV,  and  other  proteins 
necessary  for  the  HIV  life  cycle  or  proteins  important  in  the  life  cycle  of  organisms  that  cause  opportunistic 
infections.  The  determination  of  the  structures  of  these  proteins  at  high  resolution  is  an  essential  first  step  in  the 
design  of  drugs  to  inhibit  the  processes  for  which  these  proteins  are  essential. 

o A basic  understanding  of  the  principles  of  macromolecular  engineering.  A promising  approach  in  the  treatment  of  AIDS 
is  to  alter  genetically  HIV  infected  lymphocytes  so  that  they  produce  proteins  or  nucleic  acids  that  inhibit  either  the 
production  or  escape  of  HIV,  misdirect  specific  components  of  HIV,  or  are  toxic  to  infected  cells.  A significant 
limitation  in  this  approach  is  the  inability  to  engineer  reliably  specific  functionality  into  an  existing  protein  or 
nucleic  acid  scaffold  or,  at  a more  basic  level,  to  design  a protein  or  nucleic  acid  de  novo  to  perform  a specific 
function. 

o An  understanding  of  basic  evolutionary  processes  by  which  organisms  adapt  to  complex  environments.  The  rapid 
evolution  of  the  HIV,  even  within  a single  host,  is  a major  obstacle  to  vaccine  and  drug  development  and  underlies  the 
phenomenon  of  multiple  drug  resistance.  Knowledge  about  the  general  features  which  govern  adaptation  and  evolution  is 
an  essential  step  to  understanding  the  relationship  between  viral  diversity  and  the  course  of  infection,  and  the 
evolution  of  multiple  drug  resistance.  These  are  factors  that  must  be  considered  in  developing  vaccines  and  designing 
drugs  to  make  them  effective. 

The  purpose  of  this  program  announcement  is  to  solicit  applications  that  address  one  or  more  of  these  key  issues  in  ways 
that  not  only  take  advantage  of  an  investigator's  existing  expertise  in  these  areas  but  also  encourages  the  investigator 
to  reeognize  the  implications  of  his  or  her  research  to  AIDS  and  AIDS-associated  opportunistic  infections.  The 
expectation  is  that  the  investigator  will  remain  focused  on  the  central  question  of  AIDS  during  the  course  of  the 
project. 

For  investigators  already  funded  by  NIGMS,  NIDDK,  or  N I AID  for  basic  research  in  these  areas,  a competitive  supplement 
to  provide  key  links  to  AIDS  research  is  encouraged.  In  addition  to  the  information  described  in  the  application  kit 
(PHS  398)  required  for  a supplemental  application,  the  request  should  detail  how  the  requested  funds  will  enable  the 
investigator  to  enhance  significantly  the  applicability  of  the  research  project  to  AIDS  and  A IDS -associated  opportunistic 
infections. 

APPLICATION  PROCEDURES 

Appl  ications  for  regular  and  supplemental  awards  for  regular  research  (R01),  FIRST,  and  MERIT  grants  are  to  be  submitted 
on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  receipt  dates  for  applications  for  AIDS- 
related  research:  January  2,  May  1,  and  September  1.  Applications  for  regular  and  supplemental  awards  for  program 
project  grants  (P01)  have  receipt  dates  of  February  1,  June  1,  and  October  1.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
594-7248. 

On  the  first  (face)  page,  item  2a,  of  the  application,  the  word  "YES"  must  be  checked  and  the  title  and  number  of  the 
program  announcement  typed  in  the  space  provided:  "Basic  Research  in  Support  of  Treatments  for  AIDS,  PA-94-014. " FIRST 
(R29)  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the  original 
application.  FIRST  applications  submitted  without  the  required  number  of  reference  letters  will  be  considered  incomplete 
and  will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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REVIEW  CONSIDERATIONS 


Applications  will  be  assigned  to  a funding  component  (Institute  or  Center)  and  an  Initial  Review  Group  (IRG)  on  the  basis 
of  established  Public  Health  Service  referral  guidelines.  The  IRGs  will  review  applications  for  scientific  and  technical 
merit  in  accordance  with  standard  NIH  peer  review  procedures.  Following  the  IRG  review,  the  applications  will  receive 
a second- level  review  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
making  funding  decisions: 

o Quality  of  the  preposed  project  as  determined  by  p>eer  review 
o Availability  of  funds 

o The  implications  of  the  project  for  AIDS  and  an  intellectual  environment  that  focuses  on  AIDS  research 
o Program  balance  among  research  areas  of  the  announcement 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

James  Cassatt,  Ph.D. 

Biophysics  and  Physiological  Sciences  Program 

National  Institute  of  General  Medical  Sciences 

Westwood  Building,  Room  907 

Bethesda,  MD  20892 

Telephone:  (301)  594-7800 

FAX:  (301)  594-7700 

Carl  W.  Dieffenbach,  Ph.D. 

Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  2C05 

Bethesda,  MD  20892 

Telephone:  (301)  496-8199 

FAX:  (301)  402-3211 

Eliezar  Dawidowicz,  Ph.D. 

Metabolism  and  Structural  Biology  Research  Program 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

Bethesda,  MD  20892 

Telephone:  (301)  594-7582 

FAX:  (301)  594-9011 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Ruth  Monaghan 
Grants  Management  Office 

National  Institute  of  General  Medical  Sciences 
Westwood  Building,  Room  9A03 
Bethesda,  MD  20892 
Telephone:  (301)  594-7813 

Ms.  Donna  A.  Huggins 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

Ms.  Carol  B.  Alderson 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B27 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.821,  93.859,  93.862,  and  93.863.  Awards 
are  authorized  by  sections  301  and  405  of  the  Public  Health  Service  Act,  as  amended,  and  administered  under  PHS  grants 
policies  and  Federal  Regulations  45  CFR  Part  74  and  45  CFR  Part  92.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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BASIC  RESEARCH  ON  HEMATOPOIETIC  GENE  REGULATION 


NIH  GUIDE.  Volune  22,  Number  43,  November  26,  1993 

PA  NUMBER:  PA-94-015 

P.T.  34;  K.W.  0785070,  0765015,  1002004 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
PURPOSE 

The  purpose  of  this  Program  Announcement  (PA)  is  to  encourage  research  grant  applications  related  to  the  mechanisms  of 
hemopoietic  gene  regulation  and  of  differential  gene  expression  during  hematopoietic  cell  maturation  and  differentiation. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS  led  national  activity  for  setting  priority  areas.  This  PA,  Basic  Research  on  Hemopoietic 
Gene  Regulation,  is  related  to  the  priority  area  of  diabetes  and  other  chronic  disorders.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST) 
(R29)  awards.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISMS  OF  SUPPORT 

Support  of  this  program  will  be  primarily  by  research  project  grants  (R01)  and  FIRST  awards  (R29).  Deadlines  for  new 
grants  are  February  1,  June  1,  and  October  1,  and  for  competing  and  revised  grants  are  March  1,  July  1,  and  November 
1.  Because  the  nature  and  scope  of  the  research  applications  submitted  in  response  to  this  Program  Announcement  may 
vary,  it  is  anticipated  that  the  size  of  award  will  vary  also;  however,  the  average  size  is  estimated  to  be  approximately 
$200,000  total  costs. 

RESEARCH  OBJECTIVES 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  supports  basic  and  clinical  studies  related 
to  hematopoiesis  and  the  process  of  lineage-specific  differentiation  of  the  hematopoietic  stem  cell.  These  processes 
are  central  to  the  maintenance  of  normal  blood  cell  counts,  and  to  the  reconstitution  of  blood  counts  following  bone 
marrow  insults,  such  as  infections,  radiation  and  chemotherapy.  An  increased  understanding  of  the  specific  molecular 
mechanisms  underlying  lineage-specific  differentiation  processes  could  enhance  our  ability  to  combat  selective 
cytopenias,  and  facilitate  bone  marrow  reconstitution  following  bone  marrow  transplantation. 

Areas  of  research  interest  under  this  announcement  include,  but  are  not  limited  to,  investigations  into  the  mechanisms 
of  hematopoietic  gene  regulation  and  of  differential  gene  expression  during  hematopoietic  cell  maturation  and 
differentiation.  Of  particular  interest  is  the  elucidation  of  factors  such  as  DNA  elements,  DMA  binding  proteins, 
nuclear  matrix,  signal  transduction  mechanisms,  stromal  or  cell-surface  protein  interactions  that  may  contribute  to 
lineage-specific  differentiation  by  modulation  of  gene  expression. 

The  alpha-  and  beta-globin  gene  clusters  serve  as  examples  of  an  area  of  hematopoiesis  that  has  developed  greatly  in 
the  past  few  years.  Most  of  the  regions  of  the  hunan  chromosomes  containing  the  genes  for  hemoglobin,  defective  in 
Cooley's  anemia  and  sickle  cell  disease  patients,  have  been  sequenced.  The  characterization  of  relevant  DNA  regions 
and  DNA-binding  proteins  is  well  along.  The  role  of  the  DNA  within  the  genes,  as  well  as  in  the  genetic  regions  that 
control  the  DNA,  is  now  understood  to  a considerable  extent.  This  information  has  been  of  considerable  value  in 
explaining  the  normal  developmental  control  of  these  genes,  as  well  as  the  abnormal  states  that  exist  in  the  hemoglobin 
disorders.  Regions  of  DNA  linked  to  both  clusters  of  hemoglobin  genes  determine  developmental  expression,  and  may  be 
intimately  involved  in  the  switch  in  hemoglobin  formation  which  occurs  at  the  time  of  birth  in  hunans  and  in  many 
animals.  Other  regulatory  factors,  either  closely  linked  to  genes  or  on  other  chromosomes,  have  been  found  to  control 
the  expression  of  the  genes.  Much  still  remains  to  be  learned  about  gene  regulation  and  switching  of  expression  from 
one  gene  to  another  at  various  stages  of  human  development,  including  the  mechanism  of  action  of  drugs  such  as 
hydroxyurea  and  butyrate,  which  have  been  shown  to  enhance  fetal  hemoglobin  formation,  thus  lending  themselves  as 
possible  therapeutic  agents  for  the  globin  gene  disorders. 

The  recent  cloning  of  the  gene  for  the  hormone  erythropoietin  and  the  gene  for  the  erythropoietin  receptor,  for  humans 
and  other  species,  has  opened  up  the  study  of  this  aspect  of  the  erythroid  component  of  hematopoiesis.  The  cloning  of 
other  cytokines  and  their  receptors  continues  rapidly,  as  well,  promising  clarification  of  many  aspects  of  hematopoiesis, 
as  well  as  providing  other  drugs  for  clinical  use.  The  molecular  mechanisms  of  these  hormone-cell  interactions  are  being 
studied  at  the  level  of  receptor  binding,  internalization,  signal  transduction,  and  apoptosis.  Similarly,  new  techniques 
using  cell  surface  molecules  and  monoclonal  antibodies,  are  allowing  identification  of  various  precursor  cell 
populations,  including  cells  which  may  constitute  the  hypothetical  totipotent  hematopoietic  stem  cell.  Characterization 
and  preparation  of  these  stem  cell  and  precursor  cells  in  large  quantities  would  be  of  major  importance  in  the 
application  of  this  new  knowledge  to  clinical  situations. 

New  techniques  including  transgenic  animal  expression  systems,  "knock  out"  animal  models  (frequently  using  embryonal 
cells),  PCR  assays,  homologous  genetic  recombination,  transient  and  stable  cell  expression  systems,  and  YAC  and  other 
large  DNA  cloning  vectors,  are  allowing  the  field  of  molecular  hematopoiesis  to  develop  very  rapidly.  Whereas  much  of 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  43  - November  26,  1993 

25 


the  previous  work  has  used  mouse  and  other  animal  models,  these  new  techniques  are  facilitating  more  direct  analyses 
of  human  genes  and  cells. 

This  Program  Announcement  is  intended  to  stimulate  a broad  range  of  new  research  programs  in  the  general  area  of 
regulation  of  genetic  processes  involved  in  hematopoietic  cell  differentiation. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  in  Sections  1-4  of 
the  Research  Plan  AND  summarized  in  Section  5,  Hunan  Subjects.  Applicants  are  urged  to  assess  carefully  the  feasibility 
of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible 
or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  (i.e..  Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders, 
Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  Application  kits  are  available  at  roost  institutional  offices 
of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  The  title  and  number 
of  this  announcement  must  be  typed  in  line  2a  on  the  face  page  of  the  application. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center  for 
Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included  with  the  application. 

Applications  for  R29  awards  must  include  at  least  three  letters  of  reference  attached  to  the  face  page  of  the  original 
application.  Applications  submitted  without  the  required  number  of  reference  letters  will  be  considered  incomplete  and 
will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Although  this  is  a Program  Announcement  sponsored  by  the  National  Institute  of  Diabetes  and  Digestive  and  Kidney 
Diseases,  the  National  Heart,  Lung,  and  Blood  Institute  also  has  an  interest  in  the  subject  matter  of  this  PA.  Other 
Institutes/Centers  of  the  NIH  also  may  have  an  interest.  Applications  will  be  assigned  to  the  most  appropriate 
Institute/Center  on  the  basis  of  established  Public  Health  Service  referral  guidelines. 
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Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants, 
NIH,  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific-technical  review,  the  applications 
will  receive  a second- level  review  by  an  appropriate  national  advisory  council  or  board.  Applications  for  supplements 
to  ongoing  awards  will  be  reviewed  according  to  procedures  applicable  to  the  mechanism  of  the  ongoing  award. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  to: 

David  G.  Bacfcnan,  Ph.D. 

Division  of  Kidney,  Urologic,  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  594-7541 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Trude  McCain 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.848.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPUCAVONS  TO  THE  DMSION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 

THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Wastbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS 

NIH  GUIDE.  Volune  22,  Number  44,  December  10,  1993 

P.T.  42;  K.U.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Actoninistration  (FDA)  are  continuing  to  sponsor  a series 
of  workshops  on  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional  officials  for 
the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest  in  research  involving 
human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently  serving  or  about  to  begin  serving 
as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to  all  other  Public  Health  Service  agencies. 
The  current  schedule  includes: 

DATES:  January  23-24,  1994 

LOCATION 

Doubletree  Hotel,  Pasadena,  CA 
SPONSORS 

City  of  Hope  National  Medical  Center,  Duarte,  CA 

Charles  R.  Drew  University  of  Medicine  and  Science,  Los  Angeles,  CA 

REGISTRATION 

Ms.  Donna  Pearce 

Administrative  Secretary,  IRB 

City  of  Hope  National  Medical  Center 

Beckman  Research  Institute 

Duarte,  CA  91010 

Telephone:  (818)  359-8111  (x2700) 

TITLE:  Ethical  Issues  in  Hunan  Subject  Research:  Catastrophic  Diseases  and  Minorities 

DESCRIPTION:  This  workshop  is  intended  for  physicians,  nurses,  pharmacists,  and  other  health  care  professionals  as  well 
as  adninistrators,  members  of  Institutional  Review  Boards,  students,  ethicists  and  legal  experts,  and  lay  persons  with 
interest  and  concern  for  human  subject  research.  The  program  will  address  the  following  issues:  (1)  new  governmental 
policies  on  human  subject  research;  (2)  resolving  ethical  principles  in  clinical  research  on  AIDS,  gene  transfer,  and 
cancer  prevention  trials  involving  catastrophic  illnesses;  (3)  drug  trials  and  parallel  track  protocols;  (4)  minorities 
as  research  subjects;  and  (5)  the  uncertain  fate  of  clinical  research  in  the  current  era  of  health  care  reform. 

DATES:  February  17-18,  1994 

LOCATION 

Fairmont  Hotel,  New  Orleans,  LA 
SPONSORS 

University  of  New  Orleans  - Lakefront,  New  Orleans,  LA 
Xavier  University  of  Louisiana,  New  Orleans,  LA 

REGISTRATION 

Ms.  Anne  O'Heren  Jakob 

Office  of  Conference  Services 

University  of  New  Orleans  - Lakefront 

New  Orleans,  LA  70148 

Telephone:  (504)  286-6680 

TITLE:  Recent  Trends  in  Human  Subjects  Research 

DESCRIPTION:  The  purpose  of  this  conference  is  to  explore  recent  issues  and  trends  related  to  the  protection  of  hunan 
subjects  in  research.  It  will  provide  discussions  and  opportunities  among  participants  to  share  views  on  NIH's  new 
guidelines  on  fetal  research,  the  inclusion  of  women  and  minorities  in  research,  and  FDA's  recent  policy  on  enrolling 
women  of  childbearing  age  in  drug  trials. 

Workshops  and  meetings  will  be  conducted  by  faculty  of  more  than  25  national  experts  whose  research  interests  include 
alzheimer's  disease,  environmental  research,  women's  health,  human  genome  research,  biomedical  research,  and  others. 

DATES:  April  27-28,  1994 

LOCATION 

Magovern  Conference  Center,  Allegheny  General  Hospital,  Pittsburgh,  PA 
SPONSORS 

Allegheny-Singer  Research  Institute,  Pittsburgh,  PA 
Delaware  State  College,  Dover,  DE 
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REGISTRATION 
Ms.  Kathleen  Hrdlicka 
Continuing  Medical  Education 
Allegheny  General  Hospital 
320  E.  North  Avenue 
Pittsburgh,  PA  15212 
Telephone:  (412)  359-4952 

TITLE:  Contemporary  Issues  in  Hunan  Subject  Protection 

DESCRIPTION:  The  protection  of  human  subjects  is  the  fundamental  responsibility  of  institutional  review  boards.  Today 
there  are  many  challenges  facing  IRBs  and  research  investigators  in  accomplishing  this  objective.  This  workshop  will 
focus  on  current  legal,  ethical,  and  media  issues  related  to  hunan  subjects  participating  in  research.  Emphasis  will 
be  directed  at  risk  assessment  (including  mechanisms  to  minimize  risk),  research  fundamentals,  regulatory  updates,  and 
a special  session  will  address  the  impact  of  the  media  on  biomedical  research.  The  format  for  the  workshop  will  include 
large  and  small  group  didactic  presentations  and  panel  discussions  providing  a forum  for  audience  participation. 

INQUIRIES 

For  further  information  regarding  these  workshop  or  future  NIH/FDA  National  Human  Subject  Protections  Workshops,  contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B63 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 

NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOP 

NIH  GUIDE.  Volune  22,  Number  44,  December  10,  1993 
P.T.  42;  K.W.  0201011,  1014003 
National  Institutes  of  Health 

The  National  Institutes  of  Health,  Office  for  Protection  from  Research  Risks  is  continuing  to  sponsor  workshops  on 
implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals.  Each  of  the  workshops 
scheduled  for  Fiscal  Year  1994  will  focus  on  a specific  theme. 

The  workshops  are  open  to  institutional  adninistrators,  members  of  Institutional  Animal  Care  and  Use  Committees, 
laboratory  animal  veterinarians,  investigators  and  other  institutional  staff  who  have  responsibility  for  high-quality 
management  of  sound  institutional  animal  care  and  use  programs.  Ample  opportunities  will  be  provided  to  exchange  ideas 
and  interests  through  question  and  answer  sessions  and  informal  discussions. 

SOUTHEASTERN  REGION 

DATES:  February  24-25,  1994 

TOPIC:  Current  Issues  in  IACUC  Protocol  Review 

SPONSOR 

North  Carolina  State  University 
REGISTRATION 

Department  of  Continuing  Education  and  Public 

Program  Office,  NCSU-CVM 

4700  Hillsborough  Street 

Raleigh,  NC  27606 

Telephone:  (919)  829-4421 

FAX:  (919)  829-4452 

CONTENT  INFO 

Thomas  E.  Hammn,  Jr.,  DVM 
Director,  Laboratory  Animal  Resources 
Telephone:  (919)  829-4280 
FAX:  (919)  829-4283 

FEE:  $150.00  Regular;  $ 50.00  Graduate  Students/Post-Docs 

DESCRIPTION:  The  Institutional  Animal  Care  and  Use  Committee  is  charged  with  ensuring  compliance  with  statutory 
regulations  and  the  granting  agency  policies.  To  function  effectively,  members  must  use  professional  judgement  and 
discretion  during  protocol  review.  The  following  issues  that  tend  to  fall  into  the  gray  areas  of  decision-making  will 
be  addressed  during  this  course:  (1)  Assessing  the  number  of  animals  during  protocol  review;  (2)  death  as  an  endpoint; 
(3)  exposure  routes  in  toxicology  studies;  (4)  consideration  of  alternatives;  and  (5)  frequently  cited  deficiencies. 

MIDWESTERN  REGION 

DATES:  MAY  5-6,  1994 

TOPIC:  Training  and  Education:  Institutional  Improvement  - Crisis  Prevention 
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LOCATION 

Stewart  Center  and  Memorial  Union,  Campus  of  Purdue  University 
SPONSOR 

Purdue  University 
REGISTRATION 

Ms.  Lisa  D.  Snider,  Administrative  Assistant 

Laboratory  Animal  Program 

Purdue  University 

1071  South  Campus  Courts-D 

West  Lafayette,  IN  47907-1071 

Telephone:  (317)  494-7206 

FAX:  (317)  494-0793 

FEE:  $150.00  - Regular;  $ 50.00  - Graduate  Students/Post -Docs 

DESCRIPTION:  The  general  theme  will  focus  on  continuing  education  and  training  as  mandated  by  the  National  Institutes 
of  Health  and  USDA.  The  format  will  include  panel  discussions  and  concurrent  breakout  sessions.  The  group  discussions 
will  address  occupational  health;  analgesia/pain/surgery;  euthanasia;  and  tailoring  the  CET  programs  to  specific 
audiences. 

INQUIRIES 

For  further  information  concerning  these  workshops  or  future  animal  welfare  education  workshops  of  the  National 
Institutes  of  Health,  Office  for  Protection  from  Research  Risks,  contact: 

Ms.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B63 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 


NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 


PREPARATION  OF  IMMUNOCOM JUGATES 

NIH  GUIDE.  Volume  22,  Number  44,  December  10,  1993 

MAA  AVAILABLE:  NCI -CM -470 17- 37 

P.T.  34;  K.U.  0760045,  0760070,  0780005 

National  Cancer  Institute 

This  is  a resolicitation  of  the  above  subject  Master  Agreement  Announcement.  Existing  Master  Agreement  holders  need 
not  reapply.  This  project  was  originally  synopsized  as  a Master  Agreement  Announcement  under  NCI -CM-27731 . The  National 
Cancer  Institute  (NCI),  Division  of  Cancer  Treatment  (DCT),  Biological  Resources  Branch  (BRB),  is  soliciting  proposals 
to  prepare  preclinical  and  clinical  grade  immu noconjugates  of  monoclonal  antibodies,  antibody  fragments,  peptides,  and/or 
other  genetically  engineered  targeting  molecules  that  are  linked  to  chelating  agents.  The  NCI  will  provide  purified 
monoclonal  antibodies,  antibody  fragments,  or  other  targeting  molecules  to  the  contractor  for  chemical  conjugation  of 
chelating  agents  that  will  bind  specific  radionuclides  for  imaging  and/or  therapy.  The  Offeror  will  use  procedures  that 
have  either  appeared  in  the  peer  reviewed  literature  or  protocols  that  have  been  developed  by  the  NCI  and  will  be 
supplied  to  the  Offeror.  In  addition,  proprietary  technology  developed  by  the  Offeror  to  prepare  the  desired  immuno- 
conjugates  would  also  be  considered.  These  immunoconjugates  will  be  used  to  prepare  radioimmunoconjugates  for  both 
preclinical  and  clinical  applications.  All  synthetic  and  purification  procedures  will  be  performed  under  Good  Laboratory 
Procedures  (GLP)  and/or  Good  Manufacturing  Practice  (GMP).  It  is  anticipated  that  the  Offeror  will  be  required  to 
prepare  approximately  50  to  1000  mg  of  each  immunoconjugate.  The  Offeror  will  evaluate  these  immunoconjugates  for 
purity,  stability,  immunoactivity,  and  other  criteria  specified  by  the  NCI. 

One  or  more  awards  may  be  made  to  qualified  offerors  responding  the  MAA.  A Master  Agreement  (MA)  is  the  instrument 
issued  to  sources  who  respond  to  a Master  Agreement  Announcement,  and  who  are  judged  to  be  qualified  to  compete  for 
future  orders  issued  under  the  general  project  area  or  areas  described  in  the  MA.  MAs  are  competitively  negotiated  and 
awarded  to  more  than  one  organization.  This  type  of  agreement  is  designed  to  accomplish  highly  c i rcimsc ri bed  pieces 
of  work  as  promptly  as  possible.  The  MAs  that  will  be  awarded  under  this  MAA  will  not  be  funded  per  se.  After  award, 
MA  Holders  will  be  invited  to  propose  on  MA  Orders  (MAOs)  as  they  are  issued.  An  MAO  is  a bilateral  award  docunent 
issued  to  an  MA  Holder  who  successfully  competed  for  requirements  described  in  an  MAO  RFP.  Individual  MAOs  will  be 
issued  on  either  a completion  or  term  (level  of  effort)  basis,  whichever  is  deemed  appropriate  by  the  Contracting 
Officer. 

INQUIRIES 

MAA  NCI -CM-47017-37  is  now  available.  Responses  will  be  due  by  3:30pm,  January  28,  1994.  Copies  of  the  RFP  may  be 
obtained  by  sending  a written  request  to: 

Mrs.  Patricia  Lightner 
Research  Contracts  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  603 
Bethesda,  MD  20892 
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EVALUATION  OF  CONTROL  MEASURES  AGAINST  INFECTIOUS  DISEASES  OTHER  THAN  AIDS 


NIH  GUIDE.  Volume  22,  Number  44,  December  10,  1993 
RFP  AVAILABLE:  NIH-NIAID-DMID-94-29 
P.T.  34;  K.U.  0795003,  0715125 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Respiratory  Diseases  Branch  and  Enteric  Diseases  Branch,  Division  of  Microbiology  and  Infectious  Diseases,  National 
Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  have  a requirement  for  several  Vaccine  and  Treatment  Evaluation 
Units  (VTEU).  These  VTEUs  will  conduct  Phase  I and  Phase  II  clinical  trials  to  evaluate  candidate  vaccines  and  other 
prophylactic/therapeutic  measures  for  infectious  diseases  other  than  AIDS.  A VTEU  provides  volunteer  populations,  staff, 
facilities,  and  expertise  to  carry  out  such  work,  which  includes  follow-up  and  focused  epidemiologic-based  studies. 
A variety  of  vaccine  types  (live,  attenuated,  inactivated,  subunit,  conjugated)  for  prevention  of  viral  and  bacterial 
illnesses  are  expected.  Optional  Contract  Activities  (i.e.  they  are  optional  for  the  Government  to  support)  include 
the  conduct  of  expanded  Phase  II  and  Phase  IV  vaccine  clinical  trials. 

Request  for  Proposals  (RFP)  NIH-NIAID-DMID-94-29  will  be  available  on  or  about  December  20,  1993,  and  proposals  will 
be  due  at  close  of  business  March  1,  1994.  It  is  anticipated  that  four  to  six  cost-reimbursement,  level-of-effort  type 
contracts  will  be  awarded  for  a period  of  seven  years.  Optional  Contract  Activities  will  be  accomplished  under 
conditions  of  cost-reimbursement,  completion  type  contracts.  Any  responsible  offeror  may  submit  a proposal  that  will 
be  considered  by  the  Government. 

INQUIRIES 

To  receive  a copy  of  this  RFP,  supply  this  office  with  one  self-addressed  mailing  label.  Telephone  inquiries  will  not 
be  honored  and  all  inquiries  must  be  in  writing  and  addressed  to: 

Mr.  Carl  R.  Henn 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

Interested  organizations  may  request  either  a streamlined  or  full  RFP  package.  If  no  selection  is  made,  a streamlined 
version  of  the  RFP  will  be  provided,  which  includes  only  the  Work  Statement,  deliverable  and  reporting  requirements, 
special  requirements  and  mandatory  qualification,  if  any,  and  the  Technical  Evaluation  Criteria.  After  examination  of 
these  documents,  any  organization  interested  in  responding  to  the  RFP  must  request  the  entire  RFP  in  writing,  by 
telephone,  or  by  FAX.  This  advertisement  does  not  commit  the  Government  to  award  a contract. 

ANIMAL  MODELS  FOR  CHRONIC  LYME  DISEASE 

NIH  GUIDE.  Volume  22,  Number  44,  December  10,  1993 

BAA  AVAILABLE:  NIH-NIAID-DMID-94-31 

P.T.  34;  K.U.  1002027,  0755020 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Bacteriology  and  Mycology  Branch  of  the  Division  of  Microbiology  and  Infectious  Diseases,  National  Institute  of 
Allergy  and  Infectious  Diseases  (NIAID),  promotes  and  supports  research  in  the  biochemistry,  physiology,  and  genetics 
of  bacteria  and  fungi,  especially  studies  involving  medically  relevant  species.  The  focus  of  this  Broad  Agency 
Announcement  (BAA)  is  on  basic  research  that  will  serve  to  advance  clinical  protocols  for  treating  or  preventing  chronic 
Lyme  disease  in  human  populations.  Examples  of  such  research  include:  the  development  of  an  experimental  animal  model 
for  late  stage  Lyme  disease  that  exhibits  consistent  development  of  histologically  demonstrable  arthritis,  or 
neurological  symptoms  characteristic  of  chronic  Lyme  disease  in  an  immunological ly  intact  animal;  the  development  of 
an  animal  model  demonstrating  immune  responses  reflecting  the  complexity  of  those  observed  in  hunan  disease;  and  the 
development  of  an  animal  model  examining  the  role  of  the  skin  in  facilitating  infection,  dissemination  and  persistence 
of  spirochetes,  including  host -bacterium  factors  that  allow  spirochete  persistence  in  the  skin  in  the  absence  of  apparent 
host  immune  responses,  the  intracellular  or  extracellular  location  of  spirochetes  in  the  skin  and  other  immunological ly 
privileged  sites,  and  the  affects  of  spirochete  persistence  on  determinations  of  therapeutic  endpoints. 

BAA  NIH-NIAID-DMID-94-31  will  be  available  on  or  about  December  27,  1993,  and  proposals  will  be  due  approximately 
February  28,  1994.  It  is  anticipated  that  one  or  more  cost- reimbursement  contracts  covering  one  or  more  categories 
listed  under  the  Research  and  Technical  Objectives  will  be  awarded  for  a period  of  up  to  four  years.  Any  responsible 
offeror  may  submit  a proposal  that  will  be  considered  by  the  Government. 

INQUIRIES 

To  receive  a copy  of  this  BAA,  supply  this  office  with  a self-addressed  mailing  label.  All  inquires  must  be  in  writing 
and  addressed  to: 

Carl  R.  Henn 

Contracts  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
Bethesda,  MD  20892 
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INSTITUTIONAL  DEVELOPMENT  AWARD 


MIH  GUIDE.  Volume  22,  Number  44,  December  10,  1993 

RFA  AVAILABLE:  RR-94-002 

P.T.  14;  K.U.  0710030,  0404000 

National  Center  for  Research  Resources 

Letter  of  Intent  Receipt  Date:  January  17,  1994 
Appl  ication  Receipt  Date:  February  23,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Center  for  Research  Resources  (NCRR)  invites  research  grant  applications  for  the  Institutional  Development 
Award  (IDeA)  program.  The  NIH  IDeA  is  a merit-based,  peer  reviewed  program  initiated  in  response  to  Congressional  intent 
to  broaden  the  geographical  distribution  of  NIH  funding  for  biomedical/behavioral  research.  Primary  goals  of  the  IDeA 
program  are  to  (1)  enhance  the  competitiveness  of  research  institutions  in  the  IDeA  eligible  states  (see  below)  for  NIH 
funded  grants  and  (2)  to  increase  the  probability  of  long-term  growth  of  NIH  competitive  funding  to  investigators  at 
institutions  from  these  eligible  states.  This  Request  For  Application  (RFA)  describes  a two-year  development  program 
to  increase,  strengthen,  and  sustain  the  biomedical/behavioral  research  competitiveness  of  institutions  within  selected 
states.  It  is  expected  that  institutional  development  goals  will  be  proposed  beyond  that  period.  The  program  will  be 
similar  in  some  aspects  to  the  Experimental  Program  to  Stimulate  Competitive  Research  (EPSCoR)  initiated  by  the  National 
Science  Foundation  (NSF).  For  example,  EPSCoR-like  committees  are  responsible  for  selecting  the  one  application  that 
will  be  submitted  by  an  institution  on  behalf  of  that  state. 

In  addition  to  the  IDeA  eligible  states  and  in  response  to  specific  Congressional  intent,  all  accredited  Schools  of 
Chiropractic  Medicine  are  also  invited  to  apply. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Institutional  Development  Award 
(IDeA),  is  related  to  all  priority  areas.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the 
Superintendent  of  Docunents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Eligibility  is  limited  to  institutions  in  IDeA  eligible  states,  and  Schools  of  Chiropractic  Medicine. 

IDeA  eligible  states  include  all  NSF-EPSCoR  states  and  all  those  states  with  a total  funding  level  of  less  than  $30 
million  from  the  NIH  in  FY  1992.  Eligible  institutions  in  those  states  include  domestic  for-profit  and  non-profit 
organizations  public  and  private,  such  as  universities,  colleges,  hospitals,  research  foundations,  and  laboratories. 
It  is  the  responsibility  of  the  State-EPSCoR  committees  or  comparable  committees  to  select  institutions  in  their  states 
that  have  limited  NIH  funding  but  for  which  both  the  states  and  the  institutions  have  a mutual  agreement  and  commitment 
to  the  development  of  the  biomedical /behavioral  research  infrastructure.  Collaborative  and  cooperative  programs  between 
or  among  institutions  are  allowable.  The  applicant  institution  must  perform  a substantive  role  in  the  conduct  of  the 
planned  research  project  activities  and  may  not  serve  primarily  as  a conduit  for  the  transmission  of  funds  to  another 
party  or  multiple  parties.  States  which  were  awarded  grants  under  RFA  RR-93-001  may  also  submit  new  applications  from 
the  same  or  a different  institution  under  this  RFA;  however,  renewal  applications  will  not  be  accepted.  Only  one 
application  can  be  submitted  per  state.  IDeA  eligible  states  under  these  criteria  are:  Alabama,  Alaska,  Arkansas, 
Delaware,  Hawaii,  Idaho,  Kansas,  Kentucky,  Louisiana,  Maine,  Mississippi,  Montana,  Nebraska,  Nevada,  New  Mexico,  North 
Dakota,  Oklahoma,  Puerto  Rico,  South  Carolina,  South  Dakota,  Vermont,  West  Virginia,  and  Wyoming. 

Applications  from  Schools  of  Chiropractic  Medicine  do  not  have  to  be  reviewed  at  the  state  level  but  only  one  application 
can  be  submitted  per  institution.  Eligible  Schools  of  Chiropractic  Medicine  are  accredited  by  the  Council  on 
Chiropractic  Education  and  include: 

Cleveland  Chiropractic  College  of  Cleveland  University  - Los  Angeles,  Los  Angeles,  California;  Cleveland  Chiropractic 
College,  Kansas  City,  Missouri;  Life  Chiropractic  College,  Marietta,  Georgia;  Life  Chiropractic  College  - West,  San 
Lorenzo,  California;  Logan  College  of  Chiropractic,  Chesterfield,  Missouri;  Los  Angeles  College  of  Chiropractic, 
Whittier,  California;  National  College  of  Chiropractic,  Lombard,  Illinois;  New  York  Chiropractic  College,  Seneca  Falls, 
New  York;  Northwestern  College  of  Chiropractic,  Bloomington,  Minnesota;  Palmer  College  of  Chiropractic,  Davenport, 
Louisiana;  Palmer  College  of  Chiropractic  - West,  Sunnyvale,  California;  Parker  College  of  Chiropractic,  Dallas,  Texas; 
Texas  Chiropractic  College,  Pasadena,  Texas;  and  Western  States  Chiropractic  College,  Portland,  Oregon. 

Appl  ications  from  institutions  with  significant  minority  enrollments  are  especially  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  for  exploratory  grants  (P20)  mechanism.  Applicants  will  be  responsible  for  the  planning, 
direction,  and  content  of  the  proposed  programs.  Except  as  otherwise  stated  in  this  RFA,  awards  will  be  administered 
under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement. 
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The  total  project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  two  years. 

FUNDS  AVAILABLE 

This  RFA  is  a one-time  solicitation.  Approximately  $785,000  will  be  available  from  NCRR  in  FY  1994  to  support  this 
initiative.  Subject  to  the  receipt  of  a sufficient  number  of  meritorious  applications,  it  is  anticipated  that 
approximately  six  to  eight  awards  will  be  made.  Total  direct  costs  requested  by  the  applicant  institution,  including 
the  direct  and  indirect  costs  required  for  the  third  party  participants,  should  not  exceed  $100,000  for  each  year. 
Indirect  costs  will  be  provided. 

This  initiative  is  provided  for  in  the  FY  1994  NCRR  appropriation.  The  anticipated  award  date  is  September  1,  1994. 
Matching  Requirement 

To  ensure  that  adequate  resources  are  available,  IDeA  awards  require  a minimun  of  one-to-one  non- Federal  match.  Each 
dollar  of  NIH  support  requested  including  both  direct  and  indirect  costs,  must  be  matched  by  at  least  one  dollar  from 
state,  institutional,  or  private  sector  sources.  In-kind  contributions  of  faculty  or  technical  support  salaries, 
facilities  and  equipment  supporting  existing  biomedical/behavioral  activities  may  not  be  used  to  satisfy  the  one-to-one 
matching  funds  requirement. 

RESEARCH  OBJECTIVES 

For  many  years,  the  NIH  has  made  a special  effort  to  stimulate  research  in  educational  institutions  that  traditionally 
have  not  received  significant  levels  of  funding  through  the  NIH.  For  example,  the  purpose  of  the  Academic  Research 
Enhancement  Award  (AREA)  program,  initiated  in  1985,  is  to  enhance  the  research  environment  at  such  institutions  by 
providing  support  to  individual  faculty  at  domestic  institutions  offering  baccalaureate  or  advanced  degrees  in  the 
health-related  sciences.  The  IDeA  program  will  address  objectives  similar  to  those  of  the  AREA  program,  but  on 
institutional  and  state-wide  levels.  NCRR  acknowledges  that,  due  to  variability  among  potential  applications,  the  size 
and  scope  of  the  IDeA  program  will  depend  in  large  part  upon  the  current  size  and  extent  of  the  biomedieal/behavioral 
research  environment  of  the  applicant  institutions.  It  is  recommended  that,  in  order  to  achieve  maximum  impact  of  the 
available  funds,  institutions  propose  innovative  research  activities  that  will  stimulate  sustainable  improvements  in 
the  capacities  of  institutions  in  eligible  states  to  compete  successfully  for  NIH  funds  and  to  enhance  the  research 
competitiveness  of  the  institutions  in  future  years. 

Examples  of  activities  include:  (1)  development  of  infrastructure  necessary  for  multidisciplinary  approaches  for 
conducting  broad-based  research;  (2)  faculty  development;  and  (3)  mentoring  of  junior  faculty  as  they  participate  in 
research  projects. 

In  general,  the  applicant  institution  should  provide  evidence  that  an  IDeA  award  is  necessary  to  enhance  its  capability 
for  health-related  research  and  that  there  are  state/ institutional  or  other  private  resources  committed  to  improve  and 
sustain  their  programs. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

NIH  policy  is  that  applications  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population- based  studies,  a clear  compelling  rationale  must  be  provided.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  17,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  program,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  and  the  number  and  title 
of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  contained  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCRR  staff 
to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Marjorie  A.  Tingle  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (rev.  9/91).  These  forms  are  available  in  most  institutional  offices 
of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Uestbard  Avenue,  Bethesda,  MD  20892,  telephone  (301)  594-7248.  Detailed  instructions  on 
submission  procedures  are  described  in  the  RFA. 

A mini  workshop  will  be  held  in  the  Washington,  DC  area  in  early  February  to  provide  technical  assistance  in  the 
preparation  of  applications  and  to  assist  in  the  development  and  implementation  of  such  plans. 

REVIEW  CONSIDERATIONS 

Review  of  IDeA  applications  for  scientific  and  technical  merit  will  be  performed  by  an  ad  hoc  review  committee  convened 
by  the  Office  of  Review,  NCRR.  (See  RFA  for  review  criteria  to  be  used  in  the  initial  review.)  Applications  will 
undergo  a second  level  of  review  by  the  National  Advisory  Research  Resources  Council. 
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INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome.  Prospective  applicants  are  advised  to  communicate  with  NCRR  program  and  grants 
management  staff  who  are  available  to  assist  applicants  to  ensure  that  the  objectives,  structure  and  budget  format  for 
the  application  are  acceptable. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Marjorie  A.  Tingle 
Biomedical  Research  Support  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  848 
Bethesda,  MD  20892 
Telephone:  (301)  594-7947 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Mary  V.  Niemiec 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 
Telephone:  (301)  594-7955 

AUTHORITY  AND  REGULATIONS 

Awards  will  be  made  under  authorization  of  the  Public  Health  Service  Act,  Title  III,  Part  A (Public  Law  78-410,  as 
amended,  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 

GENE  THERAPY  FOR  HEMOPHILIAS  A AND  B 

NIH  GUIDE.  Volume  22,  Number  44,  December  10,  1993 

RFA  AVAILABLE:  HL-94-007 

P.T.  34;  K.W.  0715032,  0745032 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  February  10,  1994 
Application  Receipt  Date:  March  10,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Thrombosis  and  Hemostasis  Branch,  Division  of  Blood  Diseases  and  Resources,  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI ),  announces  the  availability  of  an  RFA  encouraging  studies  that  may  lead  to  the  successful  application  of  gene 
therapy  for  hemophilias  A and  B. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Gene  Therapy  for  Hemophilias 
A and  B,  is  related  to  the  priority  areas  of  hemophilia,  and  thrombosis  and  hemostasis.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Awards  in  response  to  this  RFA  will  be  made  to  foreign  institutions  only  for  research  of  very 
unusual  merit,  need,  and  promise,  and  in  accordance  with  PHS  policy  governing  such  awards.  Applications  from  minority 
individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  award  and  is  a one-time 
sol ici tation.  Appl  icants,  who  will  plan  and  execute  their  own  research  programs,  are  requested  to  furnish  their  own 
estimates  of  the  time  required  to  achieve  the  objectives  of  the  proposed  research  project.  Up  to  five  years  of  support 
may  be  requested.  At  the  end  of  the  official  award  period,  renewal  applications  may  be  submitted  for  peer  review  and 
competition  for  support  through  the  regular  grant  program  of  the  NHLBI.  It  is  anticipated  that  support  for  the  present 
program  will  begin  September  1994.  Administrative  adjustments  in  project  period/or  amount  of  support  may  be  required 
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at  the  time  of  the  award.  Since  a variety  of  approaches  would  represent  valid  responses  to  this  announcement,  it  is 
anticipated  that  there  will  be  a range  of  costs  among  individual  grants  awarded.  All  current  policies  and  requirements 
that  govern  the  research  grant  programs  of  the  NIH  will  apply  to  grants  awarded  in  connection  with  this  RFA. 

FUNDS  AVAILABLE 

It  is  anticipated  that  for  fiscal  year  1994,  $2,000,000  (total  costs)  will  be  available  for  this  initiative.  It  should 
be  noted  that  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is 
anticipated  that  about  seven  new  grants  will  be  awarded  under  this  program.  The  specific  amount  to  be  funded  will, 
however,  depend  on  the  merit  and  scope  of  the  applications  received  and  on  the  availability  of  funds.  If  collaborative 
arrangements  involve  sub-contracts  with  other  institutions,  the  NHLBI  Grants  Operations  Branch  (telephone  301-594-7436) 
should  be  consulted  regarding  procedures  to  be  followed. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  RFA  is  to  encourage  research  that  may  lead  to  the  successful  application  of  gene  therapy  for 
hemophilias  A and  B.  Studies  are  needed  that  address  the  specific  problems  that  currently  impede  progress  in  this  area. 
This  program  encourages  creative  and  innovative  approaches  to  these  problems.  The  focus  is  on  basic,  fundamental  research 
to  address  issues  of  gene  transfer,  protein  expression,  functional  proteins  and  inhibitors  as  they  apply  to  factors  VIII 
and  IX.  It  is  hoped  that  the  gene  therapy  systems  would  be  developed  to  the  point  of  testing  in  animal  models  and  that 
they  would  have  the  potential  for  human  application. 

Examples  of  promising  research  topics  include: 

o improving  the  expression  of  stable,  functional  factor  VIII  or  factor  IX, 
o improving  delivery  technology  so  that  it  targets  a specific  organ  or  cell  type, 

o developing  an  ex  vivo  or  in  vivo  gene  transfer  system  for  sustained  expression  of  the  coagulation  factor, 
o producing  a cell  culture  or  small  animal  testing  model  for  preliminary  studies, 
o producing  modified  or  truncated  factor  VIII  or  factor  IX  with  reduced  antigenicity, 
o applying  stem  cell  or  fetal  tissue  technology  to  introduce  the  corrected  gene, 

o developing  gene  transfer  systems  that  could  be  applied  to  in  utero  correction  of  the  genetic  defect. 

Applications  may  address  other  objectives  that  would  advance  hemophilia  gene  therapy  research.  Studies  may  include  one 
or  several  research  topics  but  should  retain  a common  theme  and  focus.  Because  issues  may  involve  factor  VIII  or  IX 
protein  structure,  hemophilia  therapy  and  gene  transfer  technology,  a collaboration  of  investigators  having  expertise 
in  these  and  other  appropriate  disciplines  is  encouraged.  Particular  encouragement  is  offered  to  experienced  gene 
transfer  investigators,  who  are  currently  pursuing  other  research  interests,  to  apply  their  expertise  to  hemophilia  gene 
therapy. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  encouraged  to  submit,  by  February  10,  1994,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  nunber  and  title  of  this  RFA.  Such  letters  are  requested  only 
for  the  purpose  of  providing  an  indication  of  the  nunber  and  scope  of  applications  to  be  received;  therefore  their 
receipt  is  usually  not  acknowledged.  A letter  of  intent  is  not  binding,  and  it  will  not  enter  into  the  review  of  any 
application  subsequently  submitted,  nor  is  it  a necessary  requirement  for  the  application.  The  letter  of  intent  is  to 
be  sent  to: 

Acting  Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

FAX:  (301)  594-7407 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  March  10,  1994.  Applications  are  to  be  submitted  on  the  research  grant  application 
form  PHS  398  (rev.  9/91).  This  form  is  available  in  an  applicant  institution's  office  of  sponsored  research  and  from 
the  Office  of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room 
449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  DRG  and  responsiveness  by  the  NHLBI.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to 
the  RFA,  NHLBI  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the  applicant  or  submit 
it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle.  Those  applications  that  are 
complete  and  responsive  will  be  evaluated  for  scientif ic/technical  merit  by  an  appropriate  peer  review  group  convened 
by  the  Division  of  Extramural  Affairs,  NHLBI.  The  factors  to  be  considered  in  the  evaluation  of  scientific  merit  of 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  44  - December  10,  1993 

9 


each  application  will  be  similar  to  those  used  in  the  review  of  traditional  research  grant  applications.  The  second 
level  of  review  will  be  provided  by  the  National  Heart,  Lung,  and  Blood  Advisory  Council. 

INQUIRIES 


Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Dr.  Rebecca  Link 

Division  of  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  5C14 

Bethesda,  MD  20892 

Telephone:  (301)  402-2237 

FAX:  (301)  496-1622 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Ms.  Jane  R.  Davis 

Grants  Operation  Branch 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A15 

Bethesda,  MD  20892 

Telephone:  (301)  594-7436 

FAX:  (301)  594-7492 

HEMATOLOGIC  CONSEQUENCES  OF  HIV  INFECTION  OF  MARROW  CELLS 

NIH  GUIDE.  Volume  22,  Number  44,  December  10,  1993 

RFA  AVAILABLE:  HL-94-004 

P.T.  34;  K.W.  0705005,  0715008 

National  Heart,  Lung,  and  Blood  Institute 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  4,  1994 
Application  Receipt  Date:  March  15,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Cellular  Hematology  Branch,  Division  of  Blood  Diseases  and  Resources,  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI ) and  the  HIV  Program,  Division  of  Kidney,  Urology  and  Hematologic  Diseases,  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  announce  the  availability  of  an  RFA  on  the  above  subject.  The  purpose  of  this 
initiative  is  to  increase  our  understanding  of  the  cellular  and  molecular  mechanisms  that  lead  to  the  hematologic 
abnormalities  seen  following  HIV  infection.  Investigators  who  are  well-trained  in  the  modern  techniques  of  cellular 
and  molecular  biology  will  be  encouraged  to  focus  their  expertise  on  issues  directly  related  to  the  understanding  of 
cytopenia  following  HIV  infection,  the  role  of  hematopoietic  stem  and  progenitor  cells  in  the  development  of  AIDS,  and 
to  develop  gene  therapy  strategies  to  protect  the  hematopoietic  stem/progenitor  cell  from  being  infected  with  HIV  or 
to  promote  intracellular  suppression  of  HIV  gene  expression. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Hematologic  Consequences  of 
HIV  Infection  of  Marrow  Cells,  is  related  to  the  priority  area  of  HIV  infection.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Awards  in  response  to  this  RFA  will  be  made  to  foreign  institutions  only  for  research  of  very 
unusual  merit,  need,  and  promise,  and  in  accordance  with  PHS  policy  governing  such  awards.  Foreign  institutions  are 
not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards.  Applications  from  minority 
individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  and  FIRST  (R29)  award  and  is 
a one-time  solicitation.  Applicants,  who  will  plan  and  execute  their  own  research  programs,  are  requested  to  furnish 
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their  own  estimates  of  the  time  required  to  achieve  the  objectives  of  the  proposed  research  project.  Up  to  five  years 
of  support  may  be  requested.  At  the  end  of  the  official  award  period,  renewal  applications  may  be  submitted  for  peer 
review  and  competition  for  support  through  the  regular  grant  program  of  the  NHLBI  and  the  NIDDK.  It  is  anticipated  that 
support  for  the  present  program  will  begin  on  September  30,  1994.  Administrative  adjustments  in  project  period  and/or 
amount  of  support  may  be  required  at  the  time  of  the  award.  All  current  policies  and  requirements  that  govern  the 
research  grant  programs  of  the  NIH  will  apply  to  grants  awarded  in  connection  with  this  RFA. 

FUNDS  AVAILABLE 

Fiscal  year  1994  financial  plans  for  the  NHLBI  include  SI. 5 million  for  this  program.  The  NIDDK  plans  to  allocate  an 
additional  $1.0  million.  However,  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this 
purpose.  It  is  anticipated  that  the  NHLBI  will  award  about  six  new  grants  under  this  program  and  the  NIDDK  about  five. 
The  specific  amount  to  be  funded  will,  however,  depend  on  the  merit  and  scope  of  the  applications  received  and  on  the 
availability  of  funds.  Since  a variety  of  approaches  would  represent  valid  responses  to  this  announcement,  it  is 
anticipated  that  there  will  be  a range  of  costs  among  individual  grants  awarded.  If  collaborative  arrangements  involve 
sub-contracts  with  other  institutions,  the  NHLBI  Grants  Management  Staff  (telephone  301-594-7436)  should  be  consulted 
regarding  procedures  to  be  followed. 

RESEARCH  OBJECTIVES 

The  objective  of  this  initiative  is  to  solicit  research  grant  applications  on  the  cellular  and  molecular  mechanisms  that 
lead  to  the  hematologic  abnormalities  seen  following  HIV  infection.  The  following  are  only  examples  of  the  types  of 
research  approaches  that  would  be  responsive  to  this  program:  (a)  determine  the  role  of  hematopoietic  stem/progenitor 
cells  in  the  development  of  AIDS;  (b)  elucidate  the  pathways  of  signal  transduction  in  hematopoietic  cells  activated 
by  cytokines  that  may  regulate  HIV  processes  in  the  infected  cell;  (c)  develop  gene  therapy  strategies  using  the 
hematopoietic  stem  cell  as  the  target  for  transfection  as  a means  for  protecting  the  hematopoietic  stem  cell,  and  thus 
all  blood  cells,  from  becoming  infected  with  HIV;  (d)  determine  the  role  of  HIV  viral  proteins  in  the  negative  regulation 
of  hematopoiesis;  and  (e)  development  and  testing  of  therapeutic  modalities  for  bone  marrow  and  hematologic  abnormalities 
associated  with  HIV  infection  and  AIDS. 

These  examples  are  not  meant  to  be  all  inclusive  or  restrictive.  Investigators  are  encouraged  to  develop  their  own 
innovative  approaches. 

Epidemiological  studies,  large-scale  clinical  trials,  and  large  multi-project  grant  applications  (program  project  grants) 
are  specifically  excluded  from  this  RFA.  Also,  research  focused  on  testing  the  effectiveness  of  vaccines  for  HIV 
infection  is  excluded. 

SPECIAL  REQUIREMENTS 

Upon  initiation  of  the  program,  the  NHLBI  and  the  NIDDK  will  sponsor  annual  meetings  to  encourage  the  exchange  of 
information  among  investigators  who  participate  in  this  program.  In  preparing  the  budget  for  the  grant  application, 
applicants  should  request  additional  travel  funds  for  one  meeting  each  year  to  be  held  in  Bethesda,  Maryland.  Applicants 
should  also  include  a statement  in  the  applications  indicating  their  willingness  to  participate  in  such  meetings. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  he  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  February  4,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  any 
other  key  personnel  and  participating  institutions  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  may  be  submitted.  Such  letters  are  requested  only  for  the  purpose  of  providing  an  indication  of  the  number 
and  scope  of  applications  to  be  received;  therefore  their  receipt  is  usually  not  acknowledged.  A letter  of  intent  is 
not  binding,  and  it  will  not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a necessary 
requirement  for  the  application. 

This  letter  of  intent  is  to  be  sent  to: 

Acting  Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

FAX:  (301)  594-7407 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  research  grant  application  form  PHS  398  (rev.  9/91).  This  form  is  available 
in  an  applicant  institution's  office  of  sponsored  research  and  from  the  Office  of  Grant  Information,  Division  of  Research 
Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  Telephone  (301)  594-7248. 
Applications  must  be  received  by  March  15,  1994.  Otherwise  they  will  be  returned  to  the  applicant  without  review. 
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REVIEW  CONSIDERATIONS 


Upon  receipt,  applications  will  be  reviewed  for  their  responsiveness  to  the  objectives  of  this  RFA  by  the  NHLBI  and  the 
NIDDK.  Grant  applications  will  be  assigned  according  to  standard  referral  guidelines.  If  an  application  is  judged 
unresponsive  to  the  RFA,  the  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the 
applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Applications  may  be  triaged  by  an  NHLBI  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  Principal 
Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further  scientific 
merit  review.  These  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria 
stated  in  the  RFA  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  Division  of 
Extramural  Affairs,  NHLBI,  solely  to  review  these  applications.  The  second  level  of  review  will  be  provided  by  the 
National  Heart,  Lung,  and  Blood  Advisory  Council  and  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory 
Counci l . 

Review  Criteria 

The  factors  to  be  considered  in  the  evaluation  of  scientific  merit  of  each  application  will  be  similar  to  those  used 
in  the  review  of  traditional  research-project  grant  applications,  including  the  novelty,  originality,  and  feasibility 
of  the  approach;  the  training,  experience  and  research  competence  of  the  investigator(s);  the  adequacy  of  the 
experimental  design;  the  suitability  of  the  facilities;  and  the  appropriateness  of  the  requested  budget  to  the  work 
proposed. 

AWARD  CRITERIA 

Funding  decisions  will  be  matie  on  the  basis  of  scientific  and  technical  merit  as  determined  by  peer  review,  program  needs 
and  balance,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  requests',  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  may  be  directed  to: 

Helena  0.  Mishoe,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  5A12 

Bethesda,  MD  20892 

Telephone:  (301)  496-5911 

FAX:  (301)  496-9940 

Ralph  L.  Bain,  Ph.D. 

Division  of  Kidney,  Urologic,  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A05 

Bethesda,  HD  20892 

Telephone:  (301)  594-7556 

FAX:  (301)  594-7501 

Inquiries  regarding  fiscal  and  administrative  matters  may  be  directed  to: 

Ms.  Jane  R.  Davis 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11 

Bethesda,  HD  20892 

Telephone:  (301)  594-7436 

FAX:  (301)  594-7492 

AUTHORITY  AND  REGULATIONS 

The  programs  of  the  Division  of  Blood  Diseases  and  Resources,  NHLBI,  are  described  in  the  Catalog  of  Federal  Domestic 
Assistance  number  93.839.  Awards  are  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC 
241)  and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically  42  CFR  Part  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372,  or  to  Health 
Systems  Agency  review. 
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SUPPORT  OF  MINORITY  SCIENTISTS  IN  KIDNEY.  UROLOGY.  AND  HEMATOLOGIC  RESEARCH 


NIH  GUIDE.  Volume  22,  Number  44,  December  10,  1993 

RFA  AVAILABLE:  DK-94-015 

P.T.  34,  FF;  K.W.  0715133,  0785070,  0785220 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  22,  1994 
Application  Receipt  Date:  March  18,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  o'f  Diabetes  and  Digestive 
and  Kidney  Diseases  (NIDDK)  recognizes  the  need  to  increase  the  nurber  of  underrepresented  minorities  committed  to 
scientific  careers  in  research  areas  served  by  the  division.  This  program  is  aimed  primarily  at  recently  trained  M.D. 
and/or  Ph.D.  minority  investigators.  The  program  will  assist  the  minority  applicant  to  accept  a tenure  earning  position, 
gain  additional  research  experience  and  obtain  preliminary  data  on  which  to  base  a subsequent  research  grant  application 
in  an  area  of  kidney,  urologic,  or  hematologic  research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Support  of  Minority  Scientists 
in  Kidney,  Urology,  and  Hematologic  Research,  is  related  to  the  priority  area  of  increasing  underrepresented  minority 
health  scientists.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1')  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3.'238). 

ELIGIBILITY  REQUIREMENTS 

For  the  purpose  of  this  RFA,  underrepresented  investigators  are  defined  as  individuals  belonging  to  a particular  ethnic 
or  racial  group  that  has  been  determined  by  the  grantee  institution  to  be  underrepresented  in  biomedical  or  behavioral 
research.  Awards  will  be  limited  to  citizens  or  non-citizen  nationals  of  the  United  States  or  to  individuals  who  have 
been  lawfully  admitted  for  permanent  residence  (i.e.,  in  possession  of  an  Alien  Registration  Receipt  Card)  at  the  time 
of  application.  In  awarding  this  RFA,  the  National  Institutes  of  Health  (NIH)  wil'i  give  priority  to  projects  involving 
Black,  Hispanic,  Native  American,  and  Pacific  Islander  or  other  ethnic  or  racial  group  members  who  have  been  found  to 
be  underrepresented  in  biomedical  or  behavioral  research  nationally.  Applicants  may  not  hold,  or  apply  for  concurrently 
any  other  PHS  research  project  grant  at  the  time  of  this  appl i cat  ion.  Priority  wilt  be  given  to  those  applicants  wi thout 
a record  of  having  been  a Principal  Investigator  on  a major  research  grant. 

MECHANISM  OF  SUPPORT 

Support  will  be  provided  through  the  Small  Grants  (R03)  program  administered  by  the  DKUHD  in  the  NIDDK.  Responsibility 
for  the  planning,  direction  and  execution  of  the  proposed  project  will  be  that  of  the  applicant.  Awards  will  be 
administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement,  and  this  RFA. 

The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  be  for  one  year,  but  may  not 
exceed  two  years.  Direct  costs  requested  may  not  exceed  $50,000  per  year.  The  anticipated  award  date  will  be  September 
30,  1994  and  the  anticipated  number  of  awards  is  five. 

RESEARCH  OBJECTIVES 

The  primary  purpose  of  this  RFA  is  to  increase  the  number  of  underrepresented  minority  Principal  Investigators  conducting 
research  in  the  areas  of  kidney,  urologic  and  hematologic  diseases.  This  program  was  designed  to  provide  an  additional 
one  or  two  years  of  research  experience  that  might  enable  the  minority  investigator  to  be  more  competitive  for  research 
grant  support  from  the  NIH.  He/she  may  concurrently  hold  a tenure  earning  position  helping  to  al leviate  the  debt 
incurred  while  obtaining  the  M.D.  and/or  Ph.D.  degree. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  wi thout  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  by  February  22,  1994.  The  letter  should  include  a 
descriptive  title  of  the  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator,  his/her 
institution,  the  name  and  address  of  the  expert  who  has  agreed  to  serve  as  a consultant  and  advisor,  and  the  number  and 
title  of  the  RFA  to  which  the  appl i cat  ion  may  be  submitted. 
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A letter  of  intent  is  not  required,  is  not  binding  and  is  not  considered  in  the  review  of  applications.  It  is  used  by 
NIDDK  staff  to  initiate  planning  for  the  review  of  applications,  to  estimate  the  potential  review  workload  and  to  avoid 
possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  605 

Bethesda,  MD  20892 

Telephone:  (301)  594-7515 

FAX:  (301)  594-7503 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301-594-7248. 

The  RFA  label  available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use 
this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee  in  time 
for  review.  In  addition,  on  line  2a  of  the  face  page  of  the  application  check  the  YES  box,  type  the  RFA  nunber  and  the 
following  title:  "Support  of  Minority  Scientists  in  Kidney,  Urology,  and  Hematologic  Research." 

REVIEW  CONSIDERATIONS 

Applications  for  the  R03  will  receive  technical  merit  review  by  an  initial  review  group  appointed  by  the  NIDDK,  and 
secondary  review  by  the  DKUHD.  Factors  to  be  included  in  the  review  of  applications  include:  the  applicant's  previous 
research  training,  experience  and  publications;  his/her  ability  to  complete  the  proposed  research  plan;  the  overall 
scientific  merit  of  the  research  plan;  whether  the  aims  and  scope  of  the  research  plan  can  provide  definitive  data  within 
a one  or  two  year  period;  the  potential  of  the  proposed  research  to  provide  the  bases  for  future  studies;  the 
institution's  willingness  to  commit  facilities  and  departmental  support  to  the  applicant;  the  applicant's  plans  and 
career  goals;  and  the  availability  of  a recognized  expert  in  the  area  of  the  proposed  research  for  counsel  and  advice 
as  attested  to  by  a letter  of  agreement. 

INQUIRIES 

Potential  applicants  and  interested  individuals  are  urged  to  contact  the  program  director  to  obtain  the  RFA.  Written 
and  telephone  inquiries  concerning  this  RFA  are  encouraged  and  may  be  directed  to: 

Charles  H.  Rodgers,  Ph.D. 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

5333  Westbard  Avenue,  Room  3A11 

Bethesda,  MD  20892 

Telephone:  (301)  594-7542 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Aretina  D.  Perry 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
5333  Westbard  Avenue,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 
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NIMH  CENTERS  FOR  BEHAVIORAL  SCIENCE  RESEARCH 


NIH  GUIDE.  Volune  22,  Nunber  44,  December  10,  1993 

RFA  AVAILABLE:  MH  94-001 

P.T.  04;  K.W.  0414015,  0715095 

National  Institute  of  Mental  Health 

Letter  of  Intent  Receipt  Date:  February  10,  1994 
Application  Receipt  Date:  April  25,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  invites  applications  for  Centers  for  Behavioral  Science  Research  (CBSR). 
The  purpose  of  such  a Center  is  to  provide  a unified,  integrated  research  environment  in  which  to  pursue  novel  and 
focused  questions  in  basic  behavioral  science  related  to  mental  health.  It  is  expected  that  this  mechanism  will 
encourage  investigators  from  a variety  of  disciplines  and  approaches  to  contribute  the  full  range  of  expertise  and 
advanced  technologies  available  in  the  basic  behavioral  sciences. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  NIMH  Centers  for  Behavioral 
Science  Research  (CBSR),  is  related  to  the  priority  area  of  mental  health  and  mental  disorder.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Suimary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic,  public  and  private  organizations,  such  as  universities,  colleges,  hospitals, 
laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the  Federal  government.  Women  and  minority 
investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

A CBSR  will  be  supported  by  the  specialized  center  (P50)  grant  mechanism,  which  provides  funding  for  multidisciplinary 
and  multi  - investigator  approaches  to  the  investigation  of  specific  and  complex  research  problems  requiring  the 
application  of  diverse  expertise  and  methodologies.  Grants  will  be  administered  under  PHS  policies  and  procedures. 

This  RFA  is  a one-time  solicitation.  Support  may  be  requested  for  a period  of  up  to  five  years.  Future  unsolicited 
competing  continuation  applications  will  compete  with  all  investigator- initiated  applications  and  be  reviewed  according 
to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

It  is  estimated  that  up  to  one  million  dollars  total  costs  will  be  available  in  fiscal  year  1994  to  support  one  or  two 
centers,  with  an  anticipated  average  total  cost  (including  indirect  costs)  of  approximately  $500,000  per  award.  However, 
the  exact  amount  of  funding  available  will  depend  on  appropriated  funds,  the  quality  of  applications,  and  program 
priorities  at  the  time  of  award. 

RESEARCH  OBJECTIVES 

The  basic  behavioral  sciences  are  comprised  of  a number  of  fields,  including  psychology,  sociology,  anthropology,  and 
linguistics;  each  of  these  fields  encompasses  a number  of  sub-fields  that,  in  turn,  are  associated  with  a broad  range 
of  conceptual  and  methodological  strategies.  Current  approaches  for  assessing  behavioral  processes  range  from 
macro-social  (e.g.,  social  class,  culture),  to  interactional  (e.g.,  interpersonal  and  group  behavior),  to  individual 
psychological  processes  and  characteristics  (e.g.,  cognition,  emotion,  personality),  and  also  include  physiological 
processes  that  influence  and  are  influenced  by  behavioral  phenomena  (e.g.,  brain  function,  autonomic  and  hormonal 
systems,  genetics).  The  goal  of  the  CBSR  is  to  foster  integration  among  the  various  behavioral  science  approaches  in 
order  to  provide  a fuller  understanding  of  mental  health. 

A CBSR  is  expected  to  address  critical  questions  in  basic  behavioral  sciences  research  through  multidisciplinary, 
integrative,  and  highly  focused  research  programs.  Expertise  and  technological  support  must  be  available  in  the  Center 
to  address  three  of  the  four  levels  of  analysis  noted  in  the  Background  (above),  i.e.,  macro-social,  interactional, 
psychological,  and  biobehavioral . See  the  RFA  for  descriptions  of  appropriate  research  areas  and  of  important  Center 
characteristics. 

To  provide  a suitable  structure  for  achieving  the  objectives  of  this  program,  a Center  must  support  at  least  two  research 
apprenticeships  and  may  request  funds,  in  addition  to  support  for  Individual  Research  Projects,  for  the  institutional 
environment  (e.g..  Cores),  and  for  the  augmentation  of  existing  scientific  expertise.  See  the  RFA  for  more  information. 
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SPECIAL  REQUIREMENTS 


A major  requirement  for  a CBSR  is  the  conduct  of  multidisciplinary,  integrative  behavioral  research  on  focused  questions 
that  have  implications  for  mental  health;  the  nature  of  these  implications  must  be  stated  clearly  in  the  application. 
The  application  must  describe  the  hypotheses  to  be  tested,  and  the  goals  and  approaches  for  the  CBSR.  In  addition,  the 
application  should  clearly  articulate  the  reasons  a Center  approach  is  needed  for  the  proposed  work  as  well  as  the  unique 
benefits  that  will  accrue  from  a Center.  See  the  RFA  for  additional  SPECIAL  REQUIREMENTS. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDIES 

For  projects  involving  human  subjects,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women  and 
minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  basic  or  clinical 
research  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  docunentation 
will  not  be  accepted  for  review.  See  the  RFA  for  more  information  on  this  requirement. 

LETTER  OF  INTENT 

Applicants  are  encouraged  to  submit  a letter  of  intent,  by  February  10,  1994.  The  letter  of  intent  should  include  a 
title  of  the  proposed  Center,  the  name,  address,  and  telephone  nunber  of  the  Center  Director,  descriptive  titles  of  the 
Core(s)  and  Individual  Research  Projects,  names  of  other  key  personnel,  and  participating  institutions.  Although  a 
letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  the 
information  that  it  contains  is  helpful  in  planning  for  the  review  of  the  applications.  The  letter  of  intent  is  to  be 
submitted  to  the  NIMH  program  contact  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Form  PHS  398  (rev.  9/91),  Application  for  Public  Health  Service  Grant,  is  to  be  used  in  preparing  a formal  application 
for  support.  However,  applicants  must  follow  the  page  limitations  as  outlined  in  the  RFA.  The  form  PHS  398  application 
kit  is  available  through  the  applicant  institution's  office  of  sponsored  research;  from  the  Office  of  Grants  Information, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248;  and  from  the  NIMH  program  contact  listed  under  INQUIRIES. 

REVIEW  CONSIDERATIONS 

Applications  submitted  in  response  to  this  RFA  will  be  reviewed  for  scientific  and  technical  merit  by  an  NIMH  special 
review  committee  (SRC)  composed  primarily  of  non-Federal  scientists,  and  by  the  National  Advisory  Mental  Health  Council. 
See  the  RFA  for  a description  of  criteria  that  will  be  used  in  review.  Recommendations  of  the  SRC  will  be  for  the 
application  in  its  entirety.  Under  some  circunstances,  it  may  be  appropriate  for  the  SRC  to  recommend  that  one  or  more 
constituent  project(s)  not  be  funded. 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Administrative  Review: 

SRC  Review: 

Advisory  Council  Review: 

Anticipated  Start  Date: 

AWARD  CRITERIA 

Award  criteria  will  be:  scientific  merit  of  the  research  program  as  determined  by  peer  review;  responsiveness  to  the 
objectives  outlined  in  the  RFA;  and  availability  of  research  funds  and  the  competing  demands  of  other  research  funding 
requirements.  The  P50  grant  is  not  transferable  to  another  institution. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA,  the  letter  of  intent,  and  inquiries  regarding  programmatic  issues  to: 

Lynne  C.  Huffman,  M.D. 

Division  of  Neuroscience  and  Behavioral  Science 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11C-10 

Rockville,  MD  20857 

Telephone:  (301)  443-3942 

FAX:  (301)  443-4822 

E-mail:  L3HaCU.NIH.GOV 

Direct  inquiries  regarding  fiscal  matters  to: 

Diana  T runnel l 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-15 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 
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February  10,  1994 
April  20,  1994 
April -May  1994 
May- June  1994 
September  12-13,  1994 
September  30,  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.242.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410),  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  as  implemented  through  Department  of 
Health  and  Hunan  Services  regulations  at  45  CFR  part  100  or  Health  Systems  Agency  review. 

OMGOIHG  PROGRAM  ANNOUNCEMENTS 


MEDICAL  KAL PRACTICE  AND  LIABILITY  RESEARCH 

NIH  GUIDE.  Volume  22,  Nunber  44,  December  10,  1993 

PA  NUMBER:  PA-94-016 

P.T.  34;  K.U.  0408006,  0730030 

Agency  for  Health  Care  Policy  and  Research 

PURPOSE 

The  purpose  of  this  program  announcement  (PA)  is  to  stimulate  research  addressing  medical  malpractice  and  liability 
issues  in  the  context  of  current  and  contemplated  Federal  and  State  health  care  reforms.  As  efforts  are  made  to  achieve 
universal  coverage  and  curtail  unnecessary  expenditure  while  maintaining  quality  health  care,  equitable  and  economic 
ways  to  deal  with  negligent  care  and  resolve  malpractice  disputes  is  essential . This  PA  emphasizes  a need  for  research 
addressing  key  medical  malpractice  and  liability  issues  underlying  reform  efforts. 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  conducts  and  supports  research,  demonstration  projects,  and 
evaluations  of  health  care  services  and  systems  delivering  such  services.  The  AHCPR  is  the  focal  point  in  the  Department 
of  Health  and  Hunan  Services  for  research  on  medical  malpractice  and  liability.  Earlier  studies  related  to  medical 
malpractice  have  contributed  to  the  scientific  knowledge  on  which  some  current  reform  proposals  are  based.  The  AHCPR 
now  announces  a continued,  refocused  interest  in  the  role  that  medical  malpractice  and  liability  play  in  the  U.S.  health 
care  system.  The  AHCPR  plans  to  expand  on  previous  work  by  supporting  research  on  medical  malpractice  and  liability 
reform  and  related  issues  as  part  of  its  efforts  to  examine  the  availability,  quality,  and  costs  of  health  care  services, 
and  ways  to  improve  the  effectiveness  and  appropriateness  of  health  care  delivery. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  priorities  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  Applications  responding  to  this  PA  could 
be  related  to  many  priority  areas,  especially  those  involving  surveillance  and  data  systems.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  non-profit  organizations,  public  and  private,  including 
universities,  units  of  State  and  local  government,  non-profit  firms,  non-profit  foundations,  and  individuals. 
Applications  from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  PA  will  use  the  research  project  grant  (R01).  Responsibility  for  the  planning,  di recti  on,  and  execut i on  of  the 
proposed  project  will  be  solely  that  of  the  applicant.  Most  projects  are  expected  to  vary  from  one  to  two  years  in 
length  and,  in  rare  cases,  could  extend  to  three  years  due  to  the  complexity  or  breadth  of  the  subject  area.  This  PA 
is  in  effect  through  the  October  1,  1996  receipt  date. 

RESEARCH  OBJECTIVES 

Background 

The  AHCPR  convened  a conference  in  February  1991  to  examine  research  priorities  in  medical,  legal,  and  professional 
review  aspects  of  medical  malpractice  and  l i abi l i ty  and  to  refine  a research  agenda.  The  conference  provided  a forum 
for  discussion  among  professionals  in  both  public  and  private  settings  including  health  care  providers  and 
administrators,  legal  practitioners,  researchers,  medical -legal  scholars,  pol icymakers,  professional  l i censure  board 
representatives,  and  quality  improvement/ risk  management  experts.  Participants  assessed  the  underlying  problems 
associated  with  medical  liability;  identified  current  and  promising  initiatives  to  address  those  problems;  assessed 
initiatives  in  terms  of  what  is  known  regarding  their  feasibility  and  effectiveness;  and  recommended  strategies  for 
development  of  a medical  liability  research  agenda.  The  diverse  information  needs  and  interests  of  health  care 
providers,  courts,  and  professional  reviewers  are  reflected  in  the  areas  recommended  for  research:  (1)  medical  process 
research,  (2)  legal  process  research,  and  (3)  research  on  the  professional  review  process.  ["Issues  in  Medical  Liability: 
A Working  Conference,"  AHCPR  Pub.  No.  92-0011,  a report  of  the  conference  including  summaries  of  working  group 
discussions  and  identified  research  issues,  may  be  purchased  from  the  U.S.  Government  Printing  Office,  Superintendent 
of  Docunents,  Mail  Stop:  SSOP,  Washington,  DC  20402-9328  (telephone  202-783-3238).  ISBN  0-16-037820-6.  Applicants  may 
also  refer  to  the  AHCPR  Grant  Announcement  on  "Health  Care  Quality  Improvement  and  Quality  Assurance  Research".] 

The  current  health  care  reform  environment  further  focuses  the  research  priorities  under  this  program  announcement. 
Malpractice  reforms  under  consideration  by  the  Administration  and  Congress  include:  alternative  dispute  resolution 
mechanisms,  certificates  of  merit,  limits  on  attorney  fees,  public  access  to  National  Practitioner  Data  Bank  information 
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on  repeat  offenders,  collateral  source  offsets,  periodic  payment  of  awards,  limits  on  damage  awards,  use  of  clinical 
practice  guidelines,  and  enterprise  liability.  Some  States  are  already  experimenting  with  these  reforms.  Central 
research  questions  to  address  problems  associated  with  medical  malpractice  and  liability  include:  What  is  the  empirical 
evidence  that  there  are  inequities  and  negative  outcomes  resulting  from  malpractice  and  medical  liability  laws?  What 
aspects  of  provider  practice,  professional  review,  and  legal  processes,  including  motivations  and  actions  of  litigants, 
contribute  to  these  problems?  What  are  the  absolute  and  distributional  effects  of  these  problems  and  (where  applicable) 
proposed  solutions  in  terms  of  cost,  quality,  and  access?  The  answers  to  these  questions  may  allow  inferences  to  be 
drawn  about  the  effects  of  ongoing  and  contemplated  reforms.  The  best  applications  will  be  structured  to  clearly  draw 
such  inferences. 

The  AHCPR  will  give  high  priority  to  the  funding  of  research  grant  applications  focused  specifically  on  medical 
malpractice  and  liability  issues  in  the  context  of  health  care  reform.  Investigators  are  encouraged  to  avoid  primary 
data  collection  efforts  and  focus  instead  on  designs  and  methods  that  produce  results  more  quickly,  such  as  using 
existing  data,  micro-simulation,  and  rigorous  syntheses.  Consideration  will  also  be  given  to  traditional  legal  research 
(case  law  studies  linking  legal  precedents  with  contemplated  reforms)  and  small  demonstrations,  if  applicable. 

Research  Priority  Areas 

1.  Medical  Process  Research 

Medical  process  research  is  directed  toward  improving  patient  outcomes  and  quality  of  care,  and  reducing  the  risk  of 
medical  injury.  Valid  and  reliable  standards  for  reviewing  and  assessing  health  care  performance  are  viewed  by  many 
as  not  available,  vague,  or  capriciously  applied  in  risk  management  and  quality  improvement  processes  and  legal  fault 
determination.  The  effectiveness  of  many  activities  intended  to  change  provider  practices  is  unknown.  Providers  may 
be  unnecessarily  anxious  about  risks  of  liability.  Many  believe  inequities  in  the  liability  determination  process  prompt 
inappropriate  provider  behavior  resulting  in  the  provision  of  unnecessary  and  inappropriate  procedures  and  treatments 
thus  driving  up  health  care  costs  (defensive  medicine).  Practitioner -patient  relationships  may  be  strained  by 
communication  problems  because  of  education  deficits,  language  barriers,  differing  expectations,  and  a lack  of 
information  about  choices  and  alternatives.  Key  research  questions  include: 

o Are  there  reliable  methods  for  identifying  specific  medical  outcomes  that  result  in  malpractice/ liability?  Can 
certain  types  of  cases  with  significant  risk  of  mismanagement  or  liability  be  predicted  or  identified  prospectively  so 
as  to  mitigate  risk?  Are  there  correlations  between  payment  decisions,  outcomes  of  care,  patients'  perceptions  of 
quality,  and  claims? 

o What  are  the  underlying  causes  and  factors  involved  in  substandard  medical  practice  and  patterns  of  medical  error? 
What  provider  characteristics  predict  potentially  risk-prone,  substandard,  or  unacceptable  provider  practice? 

o Does  improved  access  to  information  and  dissemination  of  medical  liability  data  improve  medical,  legal,  and  consuner 
decisionmaking?  Do  changes  in  provider-patient  communication  practices  reduce  claims  of  negligence? 

o Are  clinical  practice  guidelines  effective  in  changing  provider  practice  patterns,  reducing  adverse  outcomes,  and 
resolving  claims?  How  do  clinical  practice  guidelines  affect  the  frequency  of  malpractice  claims  or  the  amount  of 
awards? 

o What  is  the  incidence,  extent  and  cost  of  defensive  medicine?  How  are  practice  patterns,  malpractice  experience, 
and  liability  insurance  premiums  related? 

2.  Legal  Process  Research 

Legal  process  research  is  directed  toward  promoting  more  valid  fault  determination  and  injury  compensation,  and  towards 
reducing  defensive  medicine  practice  and  inappropriate  use  of  medical  technology.  Research  on  the  connection  between 
negligent  medical  care  and  legal  liability  is  essential  in  improving  equitable  fault  determination  and  standards  for 
expert  evidence  in  medical  malpractice  cases.  Some  commonly  held  beliefs  about  the  current  legal  processes  relating 
to  medical  liability  and  malpractice  are  that:  lay  juries  are  not  capable  of  fact-finding  in  complicated  medical  cases; 
procedural  rules  and  requirements  for  establishing  legal  causation  are  overly  complex  and  do  not  include  the  scientific 
methodology  necessary  for  accurate  determination  of  medical  causation;  the  legal  process  does  not  effectively  reject 
meritless  claims,  while  significant  numbers  of  individuals  injured  by  negligent  medical  care  do  not  file  claims;  and 
compensation  awards  to  persons  injured  by  negligent  medical  care  are  not  equitable,  consistent,  efficient,  or 
predictable.  There  is  currently  little  empirical  evaluation  of  legal  reforms  designed  to  promote  more  valid  fault 
determination  and  equitable  and  timely  injury  compensation;  and  reduce  the  incentives  for  defensive  medicine  practice 
and  inappropriate  use  of  medical  technology.  The  application  of  scientific  medical  information  in  the  legal  process 
needs  further  investigation,  including  examination  of  standards  for  medical  expertise  used  in  the  l i abi  l i ty  determination 
process.  Key  research  questions  include: 

o What  effects  do  specific  tort  reforms  or  combinations  of  tort  reform  have  on  health  care  cost,  quality,  and  access? 
o How  do  tort  reforms  affect  the  frequency  of  malpractice  claims  or  the  amount  of  awards? 

o What  are  the  barriers  to  claims  by  negligently  injured  patients?  What  factors  influence  an  injured  patient's  decision 
of  whether  or  not  to  file  a malpractice  claim? 

o How  can  the  determination  of  economic  and  non-economic  awards  be  more  objectively  and  equitably  calculated?  What 
are  the  effects  of  no-fault  models  of  injury  compensation  and  alternative  dispute  resolution  mechanisms? 

o What  effects  do  enterprise  liability  (substituting  liability  on  the  part  of  the  institution  or  health  plan  for 
physician  liability)  have  on  quality  improvement  and  risk  management,  reductions  in  defensive  medicine,  and  the  cost, 
efficiency,  and  equity  of  dispute  resolution? 

3.  Research  on  the  Professional  Review  Process 
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Research  on  the  professional  review  process  is  directed  toward  improving  the  security  of  and  liability  for  confidential 
review  activities,  developing  equitable  and  valid  standards  of  quality  and  performance  measures,  and  developing  methods 
for  effective  professional  monitoring  and  discipline.  Many  practitioners  question  the  fairness  of  standards  used  in 
the  professional  review  process.  Fear  of  legal  consequences  may  inhibit  participation  and  action  in  peer  review 
activities,  and  hinder  the  sharing  of  information  on  adverse  outcomes  or  claims  data.  Valid  and  reliable  standards  for 
reviewing  and  assessing  professional  performance  are  not  available,  vague,  or  erratically  applied.  The  role  and 
effectiveness  of  incentives  or  sanctions  in  changing  provider  practice  patterns  have  not  been  determined.  Key  research 
questions  include: 

o How  effective  are  current  State  board  interventions  in  the  professional  review  and  disciplinary  process?  Do 
professional  review  incentives  and  sanctions  change  provider  practice  patterns?  How  effective  are  disciplinary  and 
nonpunitive  interventions  (e.g.,  continuing  education,  re-training  programs)  in  reducing  risk-related  practices? 

o What  are  the  most  effective  incentives  for  participation  in  risk  management  and  peer  review  activities? 

o How  can  laws  be  designed  to  effectively  deal  with  issues  of  confidentiality  and  immunity  from  liability  for  peer 
review  activities  and  records? 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  requires  all  applicants  for  research  grants  to  include  minority  populations  and  women  in  study  populations 
so  that  research  findings  can  be  of  benefit  to  all  persons  in  the  population  under  study.  Special  emphasis  must  be 
placed  on  including  minorities  and  women  in  studies  of  conditions  which  disproportionately  affect  them.  This  policy 
is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented 
in  research,  a clear  and  compelling  rationale  must  be  provided.  The  AHCPR  will  not  award  grants  for  applications  which 
do  not  comply.  If  the  required  information  is  not  contained  in  the  application,  the  application  will  be  returned  without 
review. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4  of 
the  Research  Plan  AND  summarized  in  Section  5,  Hunan  Subjects. 

Appl  i cants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  AHCPR  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans, 
Asian/Pacific  Islanders,  African  Americans,  Hispanics).  Where  appropriate,  the  applicant  must  provide  the  rationale 
for  studies  on  single  minority  population  groups. 

The  usual  policies  concerning  research  on  human  subjects,  subscribed  to  by  NIH  and  AHCPR,  also  apply. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully.  Since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

APPLICATION  PROCEDURES 

Appl  i cat  ions  are  to  be  submitted  on  the  grants  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  State  and  local  governments  may  use  Form  PHS  5161  and  must 
submit  an  original  and  two  copies  of  the  application. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants 
Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301/594-7248;  and  from  the  Office  of  Management,  Scientific  Review  Branch,  Agency  for  Health  Care  Policy  and 
Research,  Suite  602,  2101  East  Jefferson  Street,  Rockville,  MD  20852,  telephone  301/594-1449.  The  title  and  number  of 
the  PA  must  be  typed  in  Section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  announcement  that  is 
essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application. 
The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude 
the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications  must  include  an 
introduction  addressing  the  previous  critique. 

Applicants  are  encouraged  to  apply  by  the  earliest  possible  submission  date  listed  in  the  application  kit. 
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REVIEW  CONSIDERATIONS 


Upon  receipt,  applications  will  be  reviewed  for  completeness;  incomplete  applications  will  be  returned  to  applicants 
without  further  considerations.  The  review  criteria  for  these  applications  are  considerations  of  scientific  and 
technical  excellence,  which  include:  adequacy  of  the  method  to  carry  out  the  project;  availability  of  the  data  or  the 
proposed  plan  to  collect  the  data  required  for  the  project;  qualifications  and  experience  of  the  Principal  Investigator 
and  proposed  staff;  adequacy  of  the  plan  for  organizing  and  carrying  out  the  project;  reasonableness  of  the  proposed 
budget;  and  adequacy  of  the  facilities  and  resources  available  to  the  applicant. 

Applications  will  be  evaluated  in  accordance  with  the  criteria  stated  above  for  scientific/technical  merit  by  an 
appropriate  peer  review  group.  Applications  recommended  for  funding  consideration  by  the  peer  review  group  and  that 
request  total  direct  costs  in  excess  of  $50,000  may  be  reviewed  by  an  appropriate  National  Advisory  Council  for  policy 
relevance  and  research  value.  Funding  will  be  based  on  recommendations  from  the  peer  review  and  AHCPR's  Advisory 
Counci l . 

AWARD  CRITERIA 

Appl  ications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered  in  making 
funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer  review,  availability  of  funds,  and  program 
balance  among  research  areas  of  the  announcement.  The  anticipated  dates  of  award  for  applications  are  10  months  from 
the  date  of  submission.  The  AHCPR  is  particularly  interested  in  funding  policy- re l event  applications  that  can  be 
completed  within  one  to  two  years. 

INQUIRIES 

Those  considering  applying  in  response  to  this  PA  are  strongly  encouraged  to  discuss  the  project  with  AHCPR  program 
administrators  in  advance  of  formal  submission.  The  AHCPR  welcomes  the  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants.  Direct  inquiries  regarding  programmatic  issues  to: 

David  C.  Hsia,  J.D.,  M.D.,  H.P.H. 

Center  for  General  Health  Services  Extramural  Research 

Agency  for  Health  Care  Policy  and  Research 

2101  East  Jefferson  Street,  Suite  502 

Rockville,  MD  20852 

Telephone:  (301)  594-1354,  ext.  118 

Direct  inquiries  regarding  fiscal  matters  to: 

Ralph  Sloat 

Grants  Management  Office 

Agency  for  Health  Care  Policy  and  Research 

2101  East  Jefferson  Street,  Suite  601 

Rockville,  MD  20852 

Telephone:  (301)  594-1447 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.226.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IX,  as  amended  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  Part  67,  Subpart  A,  and  45  CFR  Part  74  (45  CFR  Part  92  for  State  and  local  governments).  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372. 

MINORITY  SCHOOL  FACULTY  DEVELOPMENT  AWARD 

NIH  GUIDE.  Volume  22,  Number  44,  December  10,  1993 

PAR  NUMBER:  PAR-94-017 

P.T.  34,  FF;  K.W.  0715035,  0720005 

National  Cancer  Institute 

PURPOSE 

The  Comprehensive  Minority  Biomedical  Research  Program,  Division  of  Extramural  Activities,  National  Cancer  Institute 
(NCI),  invites  academic  health  centers  and  other  health  professional  schools  that  employ,  educate,  or  serve  a 
preponderance  of  minority  faculty,  staff,  trainees,  and  communities  to  submit  applications  for  support  of  activities 
directed  at  the  development  of  faculty  investigators  at  minority  schools  in  areas  relevant  to  cancer.  The  intent  of 
the  award  is  to  provide  the  awardee  with  increased  access  to  research  opportunities  through  collaborative  arrangements 
with  outstanding  cancer  research  scientists,  usually  at  institutions  within  a 100  mile  radius  of  the  applicant 
organization. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Minority 
School  Faculty  Development  Award,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Minority  School 

A minority  school  is  defined  as  a medical  or  nonmedical  college,  university,  or  equivalent  school  in  which  students  of 
minority  ethnic  groups,  including  African  Americans,  Hispanics,  American  Indians,  and  Asian  or  Pacific  Islanders, 
comprise  a significant  proportion  of  the  school  enrollment  and  that  has  a commitment  to  the  special  encouragement  of 
minority  faculty,  students,  and  investigators. 

Faculty  Development  Award  Candidate 

Candidates  for  this  award  are  minority  school  faculty  members  who:  (1)  are  citizens  of  the  United  States,  noncitizen 
nationals  or  permanent  residents  at  the  time  of  application;  (2)  have  a M.D.,  Ph.D. , or  equivalent  degree  in  a biomedical 
or  behavioral  science;  (3)  wish  to  receive  specialized  training  in  cancer  research;  and  (4)  have  the  background  and 
potential  to  become  an  independent  biomedical  investigator.  A minimim  of  50  percent  effort  annually  must  be  committed 
to  the  award. 

Appli  cants  may  not  apply  for,  or  accept,  other  PHS  research  grant  support  or  its  equivalent  at  the  time  of  Minority 
School  Faculty  Development  Award  application,  nor  may  they  apply  concurrently  for  any  other  type  of  academic  award. 
However,  applicants  may  apply  for  and  accept  research  grant  support  subsequent  to  award  of  the  Minority  School  Faculty 
Development  Award. 

Mentor  at  Research  Center 

Each  candidate  must  also  identify  and  complete  arrangements  with  a mentor,  at  a preferably  nearby  (within  reasonable 
commuting  distance)  majority  or  minority  institution  who  is  recognized  as  an  accomplished,  independently  funded 
investigator  in  the  research  area  proposed  and  who  will  provide  guidance  for  the  candidate's  development  and  research 
plan.  Plans  for  obtaining  an  intensive  research  experience  must  be  developed  with  the  mentor. 

The  commitment  of  the  mentor  and  his/her  institution  to  year-  round  (i.e.,  summer  and  academic  year)  exposure  to  research 
must  be  evidenced  by  a letter  of  support  from  each  to  be  included  in  the  application.  A commitment  from  the  mentor's 
department  chair  must  be  included  in  the  application. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  Minority  School  Faculty  Development  Award 
(K14) . Applicants  will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  Awards  are 
nonrenewable  and  nontransferable  from  one  awardee  to  another.  Funding  beyond  the  first  year  of  the  grant  is  contingent 
on  satisfactory  progress  during  the  preceding  year. 

Awards  may  be  requested  for  a period  up  to  five  years.  Allowable  costs  include: 

o The  salary  of  the  applicant  up  to  a maximum  base  salary  of  $50,000  per  year  and  related  fringe  benefits. 

o Costs  for  further  optional  preparation  of  the  applicant  in  additional  clinical  or  basic  research  methodologies  (this 
aspect  of  the  program  is  not  to  exceed  the  equivalent  of  one  academic  year  total  over  the  duration  of  the  award). 

o Domestic  travel  expenses  for  the  awardee  to  attend  professional  meetings,  training  courses,  and  an  annual  two-day 
awardee  meeting  in  Bethesda,  Maryland. 

o Partial  salary  support  up  to  $40,000  per  year  for  one  additional  faculty  or  staff  researcher  as  a direct  participant 
in  research-related  activities  or  services. 

o Up  to  $10,000  per  year  in  supplies  for  research  activities. 

o Indirect  costs  not  to  exceed  a maximun  of  eight  percent  of  direct  costs,  exclusive  of  tuition  fees,  if  any. 
o The  total  award  may  not  exceed  $100,000  in  direct  costs  per  year. 

o Equipment:  Specialized  research  equipment  essential  to  the  proposed  program.  In  accordance  with  PHS  policy,  title 
to  such  equipment  will  vest  with  the  grantee  institution. 

o Supplies:  Consumable  supplies  essential  to  the  proposed  program. 

o Tuition  and  Fees:  If  essential  to  the  awardee's  individual  research  development  program, 
o Other:  Personnel,  publication  costs,  computer  costs,  and  other  costs  necessary  for  the  research  program. 

RESEARCH  OBJECTIVES 

This  program  is  designed  to  offer  support  for  cancer- related  research  to  minority  school  faculty  members  at  the  M.D., 
Ph.D.,  or  equivalent  level  who  have  the  interest  and  capability  of  doing  state-of-the-art  research  in  this  area. 

The  objective  of  this  Program  Announcement  is  to  broaden  the  experience  of  faculty  members  at  minority  schools,  to 
increase  the  pool  of  biomedical  and  behavioral  investigators  in  cancer  research,  and  have  graduate  and  undergraduate 
students,  most  of  whom  will  be  minority  individuals,  become  more  cognizant  of  research  opportunities  in  cancer  research. 
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STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 

in  clinical  research  study  populations 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  populations  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
(addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully  the 
feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may 
not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i  .e..  Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  hunan  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURE 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
application  deadlines  indicated  in  the  application  kit. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  301/594-7248.  The  title  and  number  of  this  announcement  must  be  typed  on  line  2a  and  the  box  checked 
YES. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for  responsiveness  to  the 
program  requirements  and  criteria  stated  in  the  announcement  is  an  NCI  program  staff  function.  Applications  that  are 
judged  non- respons i ve  will  be  returned  to  the  applicant.  Questions  concerning  the  relevance  of  proposed  research  may 
be  directed  to  program  staff  listed  under  INQUIRIES. 

Those  applications  judged  to  be  both  competitive  and  responsive  will  be  reviewed  for  scientific  and  technical  merit  by 
an  appropriate  review  group  convened  by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  review  by  the 
National  Cancer  Advisory  Board  considers  the  special  needs  of  the  Institute  and  the  priorities  of  the  National  Cancer 
Program.  The  following  criteria  will  apply: 

o The  overall  merit  of  the  candidate's  plan  for  research  and  the  development  of  research  skills, 
o The  background  and  potential  of  the  proposed  candidate  for  development  into  an  independent  biomedical  investigator, 
o The  candidate's  commitment  to  a research  career. 
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o The  ability  of  both  the  minority  institution  and  the  training  center  to  provide  facilities,  resources,  and 
opportunities  necessary  for  the  candidate's  research  development. 

o The  commitment  of  the  minority  institution  to  the  faculty  candidate's  research  and  development  must  clearly  be 
presented  in  the  application,  including  statement(s)  from  the  sponsor  and  the  department  chair. 

o The  qualifications,  ability,  and  plans  of  the  mentor  who  will  provide  the  candidate  with  the  guidance  necessary  for 
career  development  in  research.  Recognition  of  the  mentor  is  reflected  by  receipt  of  support  from  national  peer-reviewed 
funding  sources. 


INQUIRIES 


Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  Program  Announcement  and  inquiries  about 
whether  or  not  specific  proposed  research  would  be  responsive  are  encouraged.  The  Program  Director  welcomes  the 
opportunity  to  clarify  any  issues  or  questions  from  potential  applicants. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Lemuel  Evans 

Division  of  Extramural  Activities 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  620 
Bethesda,  HD  20892 
Telephone:  (301)  496-7344 
FAX:  (301)  402-4551 

Direct  inquiries  regarding  budgetary/adninistrative  issues  to: 

Hs.  Carolyn  Mason 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  Extension  59 
AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.398,  Cancer  Research  Manpower.  Awards 
are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A,  Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


•*THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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This  publication  is  available  electronically  to  institutions  via  BfTtiET  or  INTERNET  and  is  also  on  the  NIH  GOPHER.  Alternative  access  is  through 
the  NIH  Grant  Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details. 


THE  NIH  GUIDE  FOR  GRANTS  AND  CONTRACTS  WILL  NOT  BE  PUBLISHED  ON  DECEMBER  24  AND  DECEMBER  31.  THE  NEXT  ISSUE  WILL 
BE  JANUARY  7.  1994. 

HAVE  A JOYOUS  HOLIDAY 
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NOTICES 


GUIDANCE  FOR  PRINCIPAL  INVESTIGATORS  ON  THE  PREPARATION  OF  INVESTIGATOR- INITIATED  RESEARCH  GRANT  APPLICATIONS  REQUESTING 

NONE  THAN  $500.000  IN  DIRECT  COSTS  IN  ANY  YEAN 

HI H GUIDE.  Volume  22,  Number  45,  December  17,  1993 
P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 

Applicants  planning  to  submit  investigator- initiated  research  grant  applications  requesting  $500,000  or  more  in  direct 
costs  in  any  year  are  advised  that  it  is  important  that  they  contact  appropriate  Institute/Center  staff  as  they  begin 
to  develop  plans  for  the  study.  Applications  received  without  prior  staff  contact  may  be  delayed  in  the  review  process 
or  returned  to  the  applicant  without  review.  Applicants  who  are  uncertain  regarding  which  Institute/Center  to  contact 
should  call  the  Referral  Office,  Division  of  Research  Grants  (301-594-7250). 

AVAILABILITY  OF  HUMAN  LIVER  FOR  SCIENTIFIC  INVESTIGATION 

NIH  GUIDE.  Volume  22,  Number  45,  Decentoer  17,  1993 
P.T.  34;  K.W.  0780025,  0765035 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  Liver  Tissue  Procurement  and  Distribution  System  (LTPADS)  is  an  NIH  service  contract  to  obtain  hunan  liver  from 
regional  centers  for  distribution  to  scientific  investigators  throughout  the  United  States.  These  regional  centers  have 
active  liver  transplant  programs  with  human  subjects  approval  to  provide  portions  of  the  resected  pathologic  liver  for 
which  the  transplant  is  performed.  Human  pathologic  liver  prepared  according  to  the  investigator's  specifications 
provides  the  opportunity  to  verify  if  animal  liver  investigations  are  relevant  to  human  liver  pathophysiology.  The 
preparation  of  these  livers  has  been  excellent  for  the  usual  molecular  biologic  techniques.  Therefore,  we  are  primarily 
interested  in  soliciting  proposals  from  investigators  interested  in  studying  pathologic  liver  specimens.  Frozen  tissue 
is  available  from  subcontractors  for  the  usual  forms  of  childhood  and  adult  cirrhosis,  fulminant  liver  failure,  chronic 
rejection,  and  certain  inborn  errors  of  metabolism.  A limited  supply  of  "normal"  liver  specimens  may  also  be  requested 
but  the  turn  around  time  for  completion  of  large  requests  for  "normal"  liver  is  much  longer  than  the  most  pathologic 
liver  specimens. 

INQUIRIES 

For  further  information  and  proposal  forms  for  interested  investigators  can  be  obtained  from: 

Harvey  L.  Sharp,  M.D. 

Principal  Investigator,  LTPADS 
c/o  Elizabeth  Webster 
Box  279  UMHC 

University  of  Minnesota  Hospitals 
Minneapolis,  MN  55455 
Telephone:  (612)  624-1133 


NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 

NCRR  MINORITY  INITIATIVE:  K-12  TEACHERS  AMP  HIGH  SCHOOL  STUDENTS 

NIH  GUIDE.  Volume  22,  Number  45,  December  17,  1993 

RFA  AVAILABLE:  RR-94-001 

P.T.  44,  FF;  K.W.  0720005 

National  Center  for  Research  Resources 

Letter  of  Intent  Receipt  Date:  January  24,  1994 
Appl  i cat  ion  Receipt  Date:  February  23,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

As  part  of  its  continuing  commitment  to  strengthen  the  quality  of  precollege  health  science  education  and  to  improve 
the  scientific  literacy  of  the  public  as  a whole,  the  National  Center  for  Research  Resources  (NCRR)  solicits  applications 
for  a program  aimed  at  increasing  the  pool  of  umderrepresented  minority  high  school  students  who  are  interested  and 
academically  prepared  to  pursue  careers  in  biomedical/behavioral  research  and  the  health  professions.  The  program  will 
include  both  K-12  inservice  and  preservice  teachers  and  minority  high  school  students.  This  new  competitive  program, 
intended  to  replace  the  (S03)  Minority  High  School  Stuxient  Research  Apprentice  Program  (MHSSRAP),  will  be  phased  in  over 
the  next  few  years.  Accordingly,  the  S03  mechanism  will  be  phased  down  over  that  period. 

The  main  component  of  this  program  is  to  provide  structured  summer  science  research  experiences  under  the  direction  of 
active  biomedical/behavioral  researchers  for  both  teachers  and  minority  students. 
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ELIGIBILITY  REQUIREMENTS 


Appl  ications  may  be  submitted  by  domestic,  for-profit  and  non-  profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  High  schools  may  not  apply.  Applicants  who  have  submitted  an  application  in  response  to  PAR-94-001, 
"Minority  High  School  Student  Research  Apprentice  Program,"  may  submit  an  application  in  response  to  this  Request  for 
Appl  ications  (RFA). 

MECHANISM  OF  SUPPORT 

Awards  under  the  RFA  will  use  the  education  project  (R25)  grant  mechanism.  Responsibility  for  the  planning,  direction, 
and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 

The  total  project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  three  years.  Because  of  the 
wide  range  in  the  size  and  type  of  institutions  that  may  apply,  it  is  anticipated  that  the  sizes  of  the  awards  may  vary 
also.  However,  it  is  anticipated  that  the  average  direct  cost  award  will  be  approximately  $30,000.  The  anticipated  award 
date  is  September  1,  1994. 

Applications  must  request  both  students  and  teachers,  with  a minimum  of  eight  students. 

Indirect  costs  other  than  those  awarded  to  State  or  local  government  agencies  will  be  reimbursed  at  eight  percent  of 
total  allowable  direct  costs.  State  and  local  government  agencies  will  receive  reimbursement  at  their  full  indirect 
cost  rate. 

FUNDS  AVAILABLE 

Approximately  $2,500,000  will  be  available  from  the  NCRR  in  Fiscal  Year  1994  to  support  this  initiative.  Subject  to 
receipt  of  a sufficient  number  of  meritorious  applications,  it  is  anticipated  that  approximately  75  awards  will  be  made. 
Future  awards  will  be  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Background 

Relative  to  their  representation  in  the  general  population,  minority  Americans  are  severely  underrepresented  in 
scientific  and  health  fields  at  every  level,  from  the  professional  work  force  - physicians,  dentists,  research  scientists 
- through  all  levels  of  the  educational  system.  Although  there  are  a nmtoer  of  factors  for  this  underrepresentation, 
it  is  generally  agreed  that  the  long  term  resolution  of  this  problem  centers  at  improving  science  education  of  minority 
youths  at  the  early  stages  of  the  educational  process. 

With  the  rapid  pace  of  technological  innovations  and  the  increasing  number  of  occupations  that  require  a knowledge  of 
scientific  principles,  as  well  as  the  predicted  increase  in  the  minority  population,  it  is  imperative  that  precollege 
education  further  enhance  the  capacity  and  capability  of  minority  youth  to  become  more  productive  and  competitive  in 
tomorrow's  work  force.  The  primary  objectives  of  this  program  are  to  improve  the  quality  of  precollege  science  education 
and  to  increase  the  pool  of  minorities  interested  and  prepared  to  enter  college  and  pursue  a career  in  the 
biomedical/behavioral  sciences. 

Program  Characteristics 

The  program  director  will  be  responsible  for  the  selection  and  recruitment  of  students,  teachers,  and  mentors,  as  well 
as  for  the  overall  direction  of  the  program.  The  program  director  must  be  a biomedical/behavioral  scientist  or  a science 
educator  employed  by  the  applicant  organization. 

The  program  has  two  major  activities.  The  first  is  for  minority  high  school  students;  the  second  is  for  K-12  inservice 
and  preservice  teachers.  The  proposed  program  should  be  best  suited  to  an  institution's  own  strength  and 
characteristics. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  January  24,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  program,  the  name,  address,  and  telephone  number  of  the  Program  Director,  and  the  number  and  title  of 
the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  contained  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCRR  staff 
to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Dr.  Marjorie  A.  Tingle 
Biomedical  Research  Support  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  10A11 
Bethesda,  MD  20892 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (rev.  9/91).  These  forms  are  available  in  most  institutional  offices 
of  sponsored  research  and  may  be  requested  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248. 
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Applicants  must  request  the  RFA,  which  contains  essential  information  for  completion  of  the  PHS  398  form. 

The  signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  exact  photocopies  of  the  signed 
application  must  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Dr.  Mary  Ann  Sesti li 
Office  of  Review 

National  Center  for  Research  Resources 
Westwood  Building,  Room  10A-16 
Bethesda,  MD  20892 

Appl  ications  must  be  submitted  by  February  23,  1994.  Applications  submitted  after  this  date  will  be  returned  to  the 
applicant. 

REVIEW  CONSIDERATIONS 

Appl  ications  will  be  reviewed  by  DRG  staff  for  completeness  and  by  NCRR  staff  to  determine  acini nist rat ive  and 
programmatic  responsiveness  to  this  RFA.  Those  judged  to  be  incomplete  or  nonrespons i ve  will  be  returned  to  the 
applicant  without  review.  Those  considered  complete  and  responsive  may  be  subjected  to  a triage  review  by  an  NCRR  peer 
review  group  to  determine  their  scientific  merit  relative  to  the  other  applications  submitted  in  response  to  this  RFA. 

The  NIH  will  withdraw  from  competition  those  applications  judged  by  the  triage  peer  review  group  to  be  noncompetitive 
for  award  and  will  so  notify  the  applicant  investigator  and  the  institutional  business  official.  Those  applications 
judged  to  be  competitive  for  award  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  ad  hoc  review 
committee(s)  to  be  convened  by  the  Office  of  Review,  NCRR.  The  second  level  of  review  will  be  provided  by  the  National 
Advisory  Research  Resources  Council  in  June  1994. 

AWARD  CRITERIA 

The  following  will  be  considered  when  making  funding  decisions:  the  quality  of  the  proposed  application  as  determined 
by  peer  review,  availability  of  funds,  program  balance  among  the  types  of  institutions  and  geographic  distribution  of 
the  awards. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Marjorie  A.  Tingle  or  Dr.  Abraham  Levy 
Biomedical  Research  Support  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  10A11 
Bethesda,  MD  20892 
Telephone:  (301)  594-7947 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Mary  V.  Niemiec 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 
Telephone:  (301)  594-7955 

AUTHORITY  AND  REGULATIONS 

Awards  will  be  made  under  authorization  of  the  Public  Health  Service  Act,  Title  III,  Part  A (Public  Law  78-410,  as 
amended,  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  for  Executive  Order  12372  or  Health  Systems 
Agency  review. 
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MYCOLOGY  RESEARCH  UNITS 
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RFA  AVAILABLE:  AI -94-009 

P.T.  34;  K.U.  1002029,  0710030,  0705048 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  February  5,  1994 
Appl  ication  Receipt  Date:  March  18,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Division  of  Microbiology  and  Infectious  Diseases  (DMID)  of  the  National  Institute  of  Allergy  and  Infectious  Diseases 
(NIAID)  invites  applications  for  program  project  grants  to  conduct  interdisciplinary  research  to  increase  understanding 
of  the  biology  and  host-pathogen  interactions  of  the  medically  important  fungi.  This  fundamental  knowledge  will  be 
applied  to  the  development  of  new  and  improved  strategies  for  the  prevention,  diagnosis,  and  therapy  of  the  mycoses. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Mycology  Research  Units,  is 
related  to  the  priority  areas  of  immunization  and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Only  domestic  organizations  are  eligible  to  apply  for  Program  Project  (P01)  grants.  Applications  may  be  submitted  by 
domestic  for-profit  and  non-profit  organizations,  public  and  private  institutions,  such  as  universities,  colleges, 
hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the  Federal  government.  To 
achieve  the  goals  of  this  program  project,  subcontract  or  consortium  arrangements  are  encouraged.  Applications  from 
minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  will  be  the  Program  Project  (P01)  grant.  This  is  a mechanism  for  the  support  of  a broadly  based 
multidisciplinary  research  program  that  has  a well-defined  central  research  focus  or  objective.  An  important  feature 
of  the  program  project  is  that  the  interrelationships  of  the  individual  scientifically  meritorious  projects  will  result 
in  a greater  contribution  to  the  overall  program  goals  than  if  each  project  were  pursued  individually.  The  program 
project  grant  consists  of  a minimum  of  three  interrelated  individual  research  projects  that  contribute  to  the  program 
objective.  The  program  project  grant  also  can  provide  support  for  certain  common  resources  termed  cores.  Such  resources 
should  be  utilized  by  two  or  more  projects  within  the  program  project. 

Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 
The  total  project  period  may  not  exceed  five  years.  These  P01  applications  should  not  request  budgets  in  excess  of 
$500,000  total  direct  costs  in  the  first  year  and  should  not  request  more  than  four  percent  annual  inflationary  increases 
for  future  years. 

FUNDS  AVAILABLE 

The  estimated  total  funds  (direct  and  indirect  costs)  available  for  the  first  year  of  support  for  this  RFA  will  be  $2.0 
million.  In  fiscal  year  1995,  the  NIAID  plans  to  fund  approximately  three  to  four  program  projects  related  to  this  RFA. 

RESEARCH  OBJECTIVES 

The  NIAID  recognizes  the  importance  of  maintaining  its  programmatic  emphasis  in  mycology  and  fungal  disease  research. 
The  goal  of  this  program  is  to  increase  understanding  of  the  biology  and  host-pathogen  interactions  of  the  medically 
important  fungi.  This  fundamental  knowledge  will  be  applied  to  the  development  of  new  and  improved  strategies  for  the 
prevention,  diagnosis,  and  therapy  of  the  mycoses. 

The  NIAID  wishes  to  develop  multidisciplinary  mycology  research  units  to  serve  as  foci  for  innovative  new  research  in 
fungal  diseases.  These  units  will  be  funded  as  program  project  grants.  To  achieve  medical  and  public  health  relevance, 
studies  should  involve  the  use  of  clinical  isolates  and,  where  appropriate,  clinical  materials,  including  human  cells. 

SPECIAL  REQUIREMENTS 

Project  directors  should  budget  for  an  annual,  one  day  progress  review  meeting  at  a site  to  be  designated  (either  in 
Bethesda,  or  in  association  with  a relevant  national  meeting). 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  45  - December  17,  1993 

5 


STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
research,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  docunentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  February  5,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  overall  proposed  research,  the  name,  address  and  telephone  nunber  of  the  Principal  Investigator,  the  identities 
of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  this  RFA.  Although  the  letter  of 
intent  is  not  required,  is  not  binding,  does  not  commit  the  sender  to  submit  an  application,  and  does  not  enter  into 
the  review  of  subsequent  appl ications,  the  information  that  it  contains  allows  NIAID  staff  to  estimate  the  potential 
review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Appl  ications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  the  standard  application  form  for  research  grants. 
Appl  ication  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Information,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  301/594-7248.  Applicants  must  atfiere  to  the  format  and  requirements  specified  in  the  PHS 
398  application  kit. 

REVIEW  CONSIDERATIONS 

Appl  ications  will  be  reviewed  by  Division  of  Research  Grants  (DRG)  staff  for  completeness  and  by  NIAID  staff  to  determine 
administrative  and  programmatic  responsiveness  to  this  RFA.  Those  judged  to  be  incomplete  or  nonresponsive  will  be 
returned  to  the  applicant  without  review.  Those  considered  complete  and  responsive  may  be  subjected  to  a triage  review 
by  an  NIAID  peer  review  group  to  determine  their  scientific  merit  relative  to  the  other  applications  submitted  in 
response  to  this  RFA.  The  NIAID  will  withdraw  from  competition  those  applications  judged  by  the  triage  peer  review  group 
to  be  noncompetitive  for  award  and  will  so  notify  the  applicant  investigator  and  the  institutional  business  official. 
Those  applications  judged  to  be  competitive  for  award  will  be  reviewed  for  scientific  and  technical  merit  by  a Review 
Committee  convened  by  the  Division  of  Extramural  Activities,  NIAID.  The  second  level  of  review  will  be  provided  by  the 
National  Advisory  Allergy  and  Infectious  Diseases  Council. 

The  review  criteria  for  P01  grant  applications  are  the  review  criteria  for  large,  multicomponent,  interdisciplinary 
program  projects  as  outlined  in  the  NIAID  Brochure  on  Program  Project  and  Center  Grants.  The  program  project  grant 
application  should  include  a justification  for  the  appropriateness  of  that  granting  mechanism. 

AWARD  CRITERIA 

Funding  decisions  will  be  made  on  the  basis  of  scientific  and  technical  merit  as  determined  by  peer  review,  program  needs 
and  balance,  and  the  availability  of  funds.  The  totality  of  the  awarded  projects  will  reflect  the  diversity  of  the 
medically  relevant  fungi. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Requests  for  the  RFA  and  the  docunent  entitled  "SPECIAL  INSTRUCTIONS  FOR  PREPARING  THE  GROUP  APPLICATION  FOR  PROGRAM 
PROJECTS,"  as  well  as  inquiries  regarding  programmatic  issues,  may  be  directed  to: 

Dennis  M.  Dixon,  Ph.D. 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A34 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-7728 

FAX:  (301)  402-2508 

Emai  l : dmdSlexec.niaid.pc.niaid.nih.gov 

Direct  inquiries  regarding  review  issues  and  address  the  letter  of  intent  to: 

Olivia  Preble,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C20 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 
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Direct  inquiries  regarding  fiscal  matters  to: 


Mr.  Todd  C.  Ball 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B35 

6003  Executive  Boulevard 

Bethesda,  HD  20892 

Telephone:  (301)  496-7075 

Schedule 


Letter  of  Intent  Receipt  Date: 
Appl  i cat  ion  Receipt  Date: 
Scientific  Review  Date: 
Advisory  Council  Date: 

Earliest  Date  of  Award: 


February  5,  1994 
March  18,  1994 
July  1994 
September  1994 
December  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.856  - Microbiology  & Infectious  Diseases 
Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law 
78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
review. 


MORTALITY  AND  MORBIDITY  IN  HEMODIALYSIS  PATIENTS:  FULL-SCALE  TRIAL 

NIH  GUIDE.  Volume  22,  Number  45,  December  17,  1993 
RFA  AVAILABLE:  DK-94-004 

P.T . 34;  K.U.  0715133,  0755015,  0715040,  0715125 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  24,  1994 
Appl  ication  Receipt  Date:  March  22,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Diseases  (NIDDK),  invites  cooperative  agreement  applications  from  investigators  to  serve  as  a Clinical  Center 
and/or  Data  Coordinating  Center  for  the  full-scale  phase  of  the,  "Mortality  and  Morbidity  in  Hemodialysis  Patients 
(MMHD)"  Trial. 

The  MMHD  Trial  is  a prospective,  multicenter,  randomized,  two-by-two  factorial  clinical  trial  of  increased  delivered 
hemodialysis  as  measured  by  the  formula  KT/V  ((K  is  the  dialyzer  urea  clearance  (ml/min),  t is  the  treatment  time  (min), 
V is  the  body  urea  distribution  volume  (ml))  and  high-flux  dialysis.  The  objectives  of  the  study  are  to  reduce  mortality 
and  morbidity  in  hemodialysis  patients.  Mortality  due  to  all  causes  is  the  primary  outcome.  Secondary  outcomes  include 
rate  of  non-access  (vascular)  related  hospital  admissions;  cardiovascular  events  including  myocardial  infarction,  acute 
angina,  and  congestive  heart  failure;  occurrence  of  severe  infections,  and  decline  in  serum  albumin. 

The  protocol  for  the  ongoing  MMHD  Pilot  Study  provides  details  on  inclusion  and  exclusion  criteria,  baseline  and 
follow-up  procedures  for  participants,  and  overall  organization  of  the  trial.  It  is  recommended  that  applicants  obtain 
a copy  of  the  protocol,  available  upon  request  from  DKUHD,  to  assist  them  in  preparing  their  response  to  this  RFA. 

HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Health  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Mortality  and  Morbidity  in 
Hemodialysis  Patients:  Full-Scale  Trial,  is  related  to  the  priority  areas  of  diabetes  and  chronic  disabling  conditions. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 


Only  U.S.  organizations  are  eligible  to  apply.  Domestic  applications  may  not  include  international  components. 
Applications  may  be  submitted  by  for-profit  and  non-profit  organizations,  public  and  private,  such  as  universities, 
colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the  Federal  Government. 
Applications  from  minority  and  women  investigators  and  minority  institutions  are  encouraged.  Applications  from 
community-based  hemodialysis  centers  alone,  or  in  combination  with  academic  institutions  and/or  academic  affiliated 
hemodialysis  units,  are  encouraged. 

The  expertise  appropriate  for  this  research  program  for  a Clinical  Center  includes  a knowledge  of  the  medical  aspects 
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of  hemodialysis.  Experience  in  carrying  out  clinical  trials  and  clinical  studies  in  hemodialysis  patients  is  also 
important.  Skills  in  management  of  multicenter  clinical  trials,  establishing  and  maintaining  a large  data  base,  and 
analysis  of  complex  data  sets  are  appropriate  for  the  Data  Coordinating  Center. 

An  institution  may  apply  for  both  a Clinical  Center  and  Data  Coordinating  Center.  However,  a specific  plan  on  how  the 
independent  operation  (i.e.,  confidentiality  of  study-wide  data)  of  each  unit  will  be  maintained  is  required.  Two 
separate  applications  will  be  required  from  an  institution  applying  for  both  a Clinical  Center  and  Data  Coordinating 
Center. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  instrument  to  be  used  for  this  program  will  be  a cooperative  agreement  (U01),  which  is 
an  assistance  mechanism  rather  than  an  acquisition  mechanism.  Under  the  cooperative  agreement,  the  NIH  purpose  is  to 
support  and/or  stimulate  the  recipient's  activity  by  involvement  in  and  otherwise  working  jointly  with  the  award 
rec i pi ent  in  a partner  role,  but  it  is  not  to  assume  direction,  prime  responsibility,  or  a dominant  role  in  the  activity. 
Details  of  the  responsibilities,  relationships,  and  governance  of  the  study  to  be  funded  under  cooperative  agreement(s) 
are  discussed  in  the  RFA. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  avai lable  for  the  first  year  of  support  for  the  ent i re  program  is  approximately  3.65 
million  dollars.  It  is  anticipated  that  one  award  for  a Data  Coordinating  Center  for  approximately  $650,000  (including 
direct  and  indirect  costs)  per  year  and  15  awards  for  Clinical  Centers  will  be  made.  Funding  for  a single  Clinical 
Center  will  be  no  more  than  $200,000  in  total  costs  for  each  year. 

Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK,  awards  in  response  to  this  RFA  are  contingent 
on  the  avai labi l i ty  of  funds  for  this  purpose.  The  total  project  period  for  applications  submitted  in  response  to  the 
present  RFA  will  be  seven  years.  The  anticipated  award  date  is  September  1994. 

At  this  time,  the  NIDDK  anticipates  that  there  will  not  be  a renewed  competition  after  seven  years.  If  the  NIDDK  does 
not  cont i nue  the  program,  awardees  may  submit  grant  applications  through  the  usual  i nvest i gator- initiated  grants  program. 

SPECIAL  REQUIREMENTS 

This  RFA  seeks  Clinical  Centers  and  a Data  Coordinating  Center  to  carry  out  a developed  protocol . Copies  of  the  study 
protocol  are  available  from  DKUHD  staff  listed  below. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not 
be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  24,  1994,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  and  telephone  nunber  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  A letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications. 

The  letter  of  intent  is  to  be  sent  to: 

Dr.  Robert  D.  Hammond 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  awards.  These  forms  are 
avai lable  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248;  and  from  the  NIH  program  administrators  named  below. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  original  completed  application  form.  Failure  to  use  the  label  could  result  in  delayed  processing  of  the  application 
such  that  it  may  not  reach  the  review  committee  in  time  for  review. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NIDDK,  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the  applications  will  be  given 
a secondary  review  by  the  NIDDK  Advisory  Counci l unless  not  recommended  for  further  consideration  by  the  initial  review 
group.  Applications  that  are  incomplete  or  unresponsive  to  the  RFA  will  be  returned  to  the  applicant. 
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INQUIRIES 


Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

John  U.  Kusek,  Ph.D. 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A04 

Bethesda,  HD  20892 

Telephone:  (301)  594-7522 

FAX:  (301)  594-7501 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Nancy  C.  Dixon 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  649B 

Bethesda,  MD  20892 

Telephone:  (301)  594-7543 

FAX:  (301)  594-7594 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No.  93.849-Kidney,  Urologic  and  Hematologic 
Diseases  Research.  Awards  are  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  acfcninistered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74  and  92.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

NURSING  RESEARCH  CENTER  CORE  GRANTS 

NIH  GUIDE.  Volune  22,  Number  45,  December  17,  1993 

RFA  AVAILABLE:  NR-94-001 

P.T.  04;  K.W.  0785130,  0785035,  0710030 

National  Institute  of  Nursing  Research 

Letter  of  Intent  Receipt  Date:  March  18,  1994 
Application  Receipt  Date:  April  21,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  of  Nursing  Research  (NINR)  invites  applications  for  research  center  core  grants  (P30s)  in 
important  scientific  areas  of  nursing  research  relevant  to  clinical  practice  and  patient  outcome  issues.  The  Nursing 
Research  Center  Core  grants  (NRCC)  will  provide  central  resources  and  facilities  for  an  active  center  of  excellence  in 
a specific  area  of  inquiry  that  has  a strong  base  of  research  funding.  By  developing  infrastructure  components,  a nunber 
of  established  and  independently  funded  investigators  and  their  interdisciplinary  teams  will  have  the  opportunity  to 
enhance  their  collective  productivity  to  a greater  degree  than  would  be  possible  from  each  of  their  separately  funded 
projects. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Nursing  Research  Center  Core 
Grants,  is  related  to  the  priority  areas  of  maternal  and  child  health,  acute  and  chronic  disabling  conditions,  HIV 
infections  and  sexually  transmitted  diseases,  health  promotion  and  disease  prevention  topics,  and  women's  health  issues. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  colleges  and  schools  of  nursing  in  university  settings  and  departments  of  nursing  within 
university  affiliated  medical  centers  or  hospitals.  Applications  from  foreign  institutions  are  ineligible  for  the  center 
program  mechanism.  Applications  from  women  and  minority  scientists  are  strongly  encouraged. 

Institutions  eligible  for  the  Nursing  Research  Center  Core  Grants  are  those  at  which  there  are  at  least  three  Principal 
Investigators  with  Department  of  Health  and  Hunan  Services  (DHHS)  funded  research  support  grants  from  selective 
mechanisms  (specifically,  R01,  R18,  R29,  R55,  P01,  P20,  P50,  U01)  or  comparable  peer  reviewed  research  projects 
(including  those  funded  by  State  governments  and  private  foundations)  related  to  the  scientific  area  of  nursing  inquiry. 
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Each  of  the  awards  must  have  at  least  one  year  of  committed  support  remaining  at  the  time  of  the  application  receipt 
date.  No  other  NIH  mechanisms  of  research  support  will  be  considered  in  determining  eligibility.  One  of  the  three 
grants  may  be  from  a department  other  than  nursing.  Institutions  with  centers  grants  (P50s  and  P20s)  funded  from 
previous  NINR  RFAs  are  eligible.  Only  one  actively  funded  NINR  center  grant  will  be  allowed  per  institution.  A large 
number  of  NIH  awards  in  the  scientific  area  of  inquiry  for  the  center  of  excellence  would  strengthen  an  application. 

Only  one  NRCC  application  will  be  accepted  from  any  single  applicant  organization.  For  multi-campus  institutions  (e.g., 
the  California  institutions),  no  more  than  one  NRCC  application  will  be  accepted  from  each  of  the  separate  campuses. 
Joint  applications  will  not  be  accepted  from  investigators  at  neighboring,  independent  institutions,  but  subcontracts 
are  allowed  if  their  usage  enhances  the  development  of  the  scientific  area  of  inquiry  and  stays  within  the  dollar  limits 
of  the  RFA. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  research  center  core  grant  mechanism  (P30).  Responsibility 
for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Awards  will 
be  administered  by  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement  (Oct.  90).  The  total  project  period 
for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years.  The  total  costs  (direct  and 
indirect  costs)  requested  cannot  exceed  $300,000  for  the  first  year.  The  anticipated  award  date  is  September  30,  1994. 
This  RFA  is  a one-time  solicitation.  Support  for  NRCC  awardees  may  be  renewed  in  competing  continuation  applications 
which  will  compete  in  future  NRCC  RFAs. 

FUNDS  AVAILABLE 

The  NINR  intends  to  fund  four  to  five  NRCC  awards  from  this  RFA  in  FY  1994,  subject  to  the  availability  of  funds  and 
receipt  of  sufficiently  meritorious  applications.  The  estimated  funds  available  for  the  first  year  of  support  of  the 
centers  are  $1.2  million. 

RESEARCH  OBJECTIVES 

Appl  icants  should  select  the  scientific  area  of  inquiry  based  on  a conceptually  sound  integration  of  their  currently 
funded  projects.  The  link  to  nursing  practice  issues  within  the  center  of  excellence  should  be  explicit.  Examples  of 
research  areas  of  interest  to  the  NINR  are  reflected  in  the  descriptions  of  the  three  branches  of  the  Division  of 
Extramural  Programs.  The  choice  of  the  scientific  area  of  inquiry  for  the  NRCC  will  be  made  by  the  Principal 
Investigator,  who  will  be  designated  as  the  center  Director.  The  selection  of  a scientific  area  from  the  National 
Nursing  Research  Agenda  or  from  other  NINR  initiatives  will  not  be  given  preferential  treatment  during  the  review  and 
funding  process.  Scientific  areas  of  inquiries  focusing  primarily  on  psychiatric  disorders,  drug  and  alcohol  usage, 
or  pharmacological  interventions  will  not  be  responsive  to  this  RFA.  However,  individual  research  grants  that  focus 
on  these  topics  would  be  acceptable  as  part  of  the  funded  base  to  meet  the  eligibility  requirements  for  the  proposed 
center. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  18,  1994,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  center,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other  key 
personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may 
be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NINR  staff  to  estimate  the  potential  review  workload  and  to  avoid 
conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Dr.  Ernest  Marquez 
Office  of  Review 

National  Institute  of  Nursing  Research 
Westwood  Building,  Room  740 
Bethesda,  MD  20892 
Telephone:  (301)  594-7865 
FAX:  (301)  594-7894 

APPLICATION  PROCEDURES 

Appl  i cat  ions  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  Application  kits  are  available  from  most  institutional 
offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information,  Division  of  Research  Grants, 
National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248.  The  RFA 
label  available  in  the  application  form  PHS  398  must  be  affixed  to  the  bottom  of  the  face  page.  Detailed  instructions 
on  submission  procedures  are  described  in  the  RFA  and  the  NRCC  guidelines. 
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REVIEW  CONSIDERATIONS 


Appli  cations  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NINR  in  accordance  with  the  usual  NIH  peer  review  procedures.  Applications  that  are  incomplete  or  unresponsive 
to  the  RFA  will  be  returned  to  the  applicant.  Applications  may  be  triaged  by  an  NINR  peer  review  group  on  the  basis 
of  relative  competitiveness.  Those  applications  judged  to  be  non-competitive  for  award  will  be  withdrawn  and  the 
applicant  notified.  Those  applications  judged  to  be  competitive  will  undergo  further  scientific  merit  review.  The 
review  criteria  are  set  forth  in  the  RFA.  Questions  concerning  the  responsiveness  of  proposed  research  to  the  RFA  may 
be  directed  to  program  staff  listed  under  INQUIRIES.  The  second  level  of  review  will  be  provided  by  the  National 
Advisory  Council  for  Nursing  Research. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA  or  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive  are  encouraged.  The  program  staff  welcome  the  opportunity  to  clarify 
any  issues  or  questions  from  potential  applicants. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Laura  A.  James,  Ph.D.,  R.N. 

Acute  and  Chronic  Illness  Branch 
National  Institute  of  Nursing  Research 
Westwood  Building,  Room  752 
Bethesda,  HD  20892 
Telephone:  (301)  594-7397 
FAX:  (301)  594-7603 

For  administrative  and  fiscal  matters  contact: 

Sally  A.  Nichols 

Grants  Management  Officer 

National  Institute  of  Nursing  Research 

Westwood  Building,  Room  748 

Bethesda,  HD  20892 

Telephone:  (301)  594-7498 

FAX:  (301)  594-7603 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.361  Nursing  Research.  Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Health  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 

MEDICATIONS  DEVELOPMENT  FOR  ALCOHOL-RELATED  PROBLEMS 

NIH  GUIDE.  Volume  22,  Number  45,  December  17,  1993 
RFA  AVAILABLE:  AA-94-006 

P.T.  34;  K.W.  0404003,  0745070,  1002004,  0740020 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Application  Receipt  Date:  April  22,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,11  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  is  seeking  research  grant  applications  to  develop 
medications  for  the  treatment  of  alcoholism  and  other  alcohol-related  problems.  This  RFA  deals  with  a range  of 
pharmacological  agents  at  various  stages  of  development,  ranging  from  basic  research  on  the  cellular  and  molecular 
mechanisms  of  alcohol-related  problems  leading  to  identification  of  potential  therapeutic  targets  and  the  development 
of  prototypic  agents  to  testing  drug  efficacy  in  animal  and  hunan  subjects.  It  also  solicits  research  on  clinical  issues 
surrounding  use  of  medications  in  the  treatment  of  alcoholism. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Medications  Development  for 
Alcohol-Related  Problems,  is  related  to  the  priority  areas  of  alcohol  abuse  reduction  and  alcoholism  treatment. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Docunents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 
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ELIGIBILITY 


Applications  may  be  submitted  by  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit  organizations,  such 
as  universities,  colleges,  hospitals,  research  institutes  and  organizations,  units  of  State  or  local  governments,  and 
eligible  agencies  of  the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply.  Foreign 
institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards  (R29). 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  obtained  through  applications  for  a research  project  grant  (R01)  or  FIRST  Award  (R29). 
Applicants  for  ROIs  may  request  support  for  up  to  five  years.  In  FY  1992,  the  average  total  cost  per  year  for  new  ROIs 
funded  by  NIAAA  was  approximately  $200,000. 

Applicants  may  submit  Investigator-Initiated  Interactive  Research  Project  Grants  (IRPGs).  Interactive  Research  Project 
Grants  require  the  coordinated  submission  of  related  research  project  grant  (R01)  and,  to  a limited  extent,  FIRST  Award 
(R29)  applications  from  investigators  who  wish  to  collaborate  on  research,  but  do  not  require  extensive  shared  physical 
resources.  Further  information  on  the  IRPG  mechanism  is  available  in  PA-93-078,  published  in  the  N I H Guide,  Vol.  22, 
No.  16,  April  23,  1993. 

FUNDS  AVAILABLE 

It  is  estimated  that  up  to  $2  million  will  be  available  for  approximately  8 to  10  grants  under  this  RFA.  This  level 
of  support  is  dependent  on  the  receipt  of  sufficient  number  of  applications  of  high  scientific  merit.  Although  this 
program  is  provided  for  in  the  financial  plan  of  NIAAA,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon 
the  availability  of  funds  for  this  purpose.  The  earliest  possible  award  date  is  September  30,  1994. 

RESEARCH  OBJECTIVES 

Background 

Over  the  past  decade,  interest  in  pharmacologic  treatment  of  alcohol  dependency  has  burgeoned  in  response  to  the  growing 
knowledge  of  cellular  and  molecular  mechanisms  of  alcohol  seeking  behavior  and  its  associated  biomedical  consequences. 
As  a result,  a rich  array  of  potentially  useful  pharmacological  agents  has  been  identified.  The  NIAAA  has  an  interest 
in  the  development  and  assessment  of  pharmacologic  agents  to  address  a number  of  medical,  physiological,  and 
psychological  effects  of  alcohol.  Such  agents  can  be  categorized  by  function  as  follows:  agents  to  decrease  the  desire 
to  drink  by  attenuating  alcohol  craving  and  blocking  the  euphoric  effect  (reward)  derived  from  drinking  alcohol;  agents 
that  render  drinking  an  aversive  experience;  agents  to  alleviate  acute  alcohol  withdrawal;  agents  to  treat  "protracted 
withdrawal"  symptoms;  agents  to  diminish  drinking  by  reducing  co-occurring  psychiatric  pathology  and  drug  use;  agents 
to  induce  sobriety  in  intoxicated  individuals;  and  agents  to  treat  alcohol -associated  liver  disease,  other  end-organ 
diseases,  such  as  pancreatitis,  gastritis,  etc.,  and  neurologic  dysfunction  and  disease. 

In  addition,  research  is  needed  on  broad  clinical  issues  such  as  strategies  for  enhancing  patient  compliance  and 
identification  of  possible  subtypes  of  alcoholics  who  might  respond  most  favorably  to  alternative  pharmacologic  agent. 
Examples  include  the  determination  of  appropriate  medicational  strategy  based  on  severity  of  acute  alcohol  withdrawal 
and  enhancement  of  patient  compliance  for  medications,  especially  disulfiram. 

In  order  to  find  the  most  efficacious  agents  to  treat  the  problems  listed,  more  basic  research  using  animals  models  is 
needed  on  the  cellular  and  molecular  mechanisms  by  which  alcohol  acts.  The  objectives  of  research  applications  should 
lead  directly  to  the  development  of  prototypic  agents  with  clinical  potential  and  would  include  research  on  the 
mechanisms  of  alcohol -seeking  behavior,  research  on  genetic  factors,  mechanisms  of  aversive  properties  of  alcohol, 
mechanisms  of  alcohol  intoxication,  mechanisms  of  alcohol  dependence,  and  mechanisms  of  organ  damage. 

Supported  pharmacologic  investigations  should  include  use  of  appropriate  control  groups,  adequate  sample  sizes,  and 
employment  of  proper  statistical  analyses. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  project  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Appl  ications  must  be  received  by  April  22,  1994.  If  an  application  is  received  after  that  date,  it  will  be  held  for 
the  next  review  cycle  and  will  compete  with  all  investigator  initiated  research  grant  applications.  The  research  grant 
application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are  available  at  most 
institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Information,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248;  and  from  the  NIAAA 
program  acininistrator  listed  under  INQUIRIES. 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants  (DRG),  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary 
PHS  grant  programs.  Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NIAAA. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  NIAAA  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to  the 
applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 
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Applications  may  be  triaged  by  an  NIAAA  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the 
criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAAA.  The 
second  level  of  review  will  be  provided  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism. 

Review  Criteria 

Research  grant  applications  will  be  reviewed  based  on  standard  criteria  for  scientific  and  technical  merit  for  regular 
research  grants  (R01).  The  review  criteria  for  FIRST  Awards  (R29)  are  contained  in  the  FIRST  program  announcement 
(revised  September  1993). 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Raye  Z.  Litten,  Ph.D. 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  14C-20 

Rockville,  MD  20857 

Telephone:  (301)  443-0796 

FAX:  (301)  443-8774 

Direct  inquiries  regarding  fiscal  matters  to: 

Elsie  Fleming 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16-86 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

FAX:  (301)  443-3891 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authorization  of  the  Public  Health  Service  Act,  Sections  301  and  464H,  and  administered  under  the  PHS  grants  policies 
and  Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects;"  Title  45  CFR  Parts  74  and  92, 
"Administration  of  Grants;'"  and  45  CFR  Part  46,  "Protections  of  Human  Subjects."  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

SPECIALIZED  CENTERS  OF  RESEARCH  - MOLECULAR  GENETICS  OF  HYPERTENSION 

NIH  GUIDE.  Volume  22,  Nunber  45,  December  17,  1993 

RFA  AVAILABLE:  HL-94-006 

P.T.  04;  K.W.  0715115,  1002058,  0705048 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  October  1,  1994 
Application  Receipt  Date:  December  8,  1994 

THIS  IS  A NOTICE  OF  AVAILABILITY  OF  A REQUEST  FOR  APPLICATIONS  (RFA);  IT  IS  ONLY  AN  ABSTRACT  OF  THE  RFA.  POTENTIAL 
APPLICANTS  MUST  REQUEST  THE  COMPLETE  RFA,  WHICH  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN  APPLICATION, 
FROM  THE  CONTACT  LISTED  IN  "INQUIRIES,"  BELOW.  FAILURE  TO  FOLLOW  THE  INSTRUCTIONS  IN  THE  COMPLETE  RFA  MAY  RESULT  IN 
AN  INCOMPLETE  APPLICATION,  WHICH  WILL  BE  RETURNED  TO  THE  APPLICANT  WITHOUT  REVIEW. 

PURPOSE 

The  objective  of  this  initiative  is  to  establish  a collaborative  network  of  closely  interacting,  multiproject  Specialized 
Centers  of  Research  (SCORs)  to  study  the  molecular  genetics  of  hypertension.  Three  broad  areas  will  be  considered 
responsive  to  the  initiative:  (1)  mapping  and  identification  of  genes  responsible  for  high  blood  pressure  or  its 
complications  in  humans  and  in  experimental  animal  models;  (2)  mechanistic  studies  on  the  biological  consequences  of 
variations  in  genes  linked  to  hypertension  or  its  complications;  and  (3)  studies  utilizing  molecular  genetic  techniques 
to  elucidate  basic  mechanisms  of  normal  and  altered  regulation  of  blood  pressure.  An  important  facet  of  the  SCOR  program 
will  be  a network  of  centers  under  the  oversight  of  a steering  committee,  comprised  of  SCOR  directors,  that  will  ensure 
effective  collaboration  among  centers. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Specialized  Centers  of  Research 
- Molecular  Genetics  of  Hypertension,  is  related  to  the  priority  area  of  heart  disease  and  stroke.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No. 
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017-001 -00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  for-profit  and  non-profit  domestic  institutions,  public  and  private,  such  as 
universities,  colleges,  hospitals,  and  laboratories.  This  RFA  is  intended  to  support  SCOR  grants  for  basic  and  clinical 
investigations;  therefore,  applications  that  include  only  basic  or  only  clinical  research  will  not  be  responsive  to  this 
announcement.  In  addition,  clinical  research  projects  focused  on  large  epidemiologic  studies  or  large  clinical  trials 
will  be  considered  unresponsive  to  this  RFA.  Awards  will  not  be  made  to  foreign  institutions.  However,  under 
exceptional  circumstances,  a foreign  component  critical  to  a project  may  be  included  as  a part  of  that  project.  Women 
and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  SCOR  (P50)  grant  to  support  this  research 
program.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the 
applicant.  All  current  policies  and  requirements  that  govern  the  research  grant  programs  of  the  NIH  will  apply  to  grants 
awarded  under  this  RFA. 

Basic  and  Clinical  Research 

It  is  essential  that  all  applications  include  both  basic  and  clinical  research  projects.  Interactions  between  basic  and 
clinical  scientists  are  expected  to  strengthen  the  research,  enhance  transfer  of  fundamental  research  findings  to  the 
clinical  setting,  and  identify  new  research  directions. 

FUNDS  AVAILABLE 

Appl  icants  may  request  up  to  $1,100,000  in  direct  costs,  not  including  indirect  costs  for  collaborating  institutions, 
in  the  first  year  with  a maximum  increase  of  no  more  than  four  percent  in  each  additional  year  requested  in  the 
application.  Award  of  grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is 
anticipated  that  approximately  six  SCOR  grants  will  be  funded  for  a total  not  to  exceed  $9.9  million  in  FY  96. 

RESEARCH  OBJECTIVES 

Background 

Hypertension,  a complex  disease  that  involves  the  interplay  of  genetic  and  environmental  factors,  affects  an  estimated 
50  million  Americans  and  is  a major  predisposing  factor  for  myocardial  infarction,  heart  failure,  vascular  disease, 
stroke,  and  renal  failure.  Hypertension  is  a polygenic  disease,  and  it  has  been  estimated  from  segregation  analysis 
and  twin  studies  that  approximately  45  percent  of  the  interindividual  differences  in  blood  pressure  are  accounted  for 
by  genetic  differences. 

Until  recently,  the  techniques  for  dissecting  the  genetic  determinants  of  high  blood  pressure  and  for  studying  the 
molecular  and  physiological  consequences  of  gene  variation  were  not  available  or  were  not  developed  to  an  extent  that 
would  make  such  studies  feasible.  Several  recent  advances  in  technology  and  analytical  methods,  together  with  the  rapid 
construction  of  genetic  and  physical  maps,  have  substantially  improved  the  likelihood  of  detecting  these  genetic  factors 
and  understanding  their  biological  implications. 

A meeting  will  be  convened  of  all  center  directors  at  the  time  of  award  to  establish  the  framework  for  a fully  functional 
SCOR  network  by  the  end  of  the  first  year  of  funding.  An  integral  part  of  this  network  will  be  a steering  committee 
composed  of  the  center  directors.  A major  function  of  the  steering  committee  will  be  to  establish  and  encourage  well 
focused  collaborations  among  network  centers. 

The  steering  committee  will  be  responsible  for  overall  guidance  of  the  center  network,  encouraging  collaborations  within 
and  among  centers,  sharing  resources  such  as  animals  and  samples  obtained  from  human  subjects,  and  ensuring  a minimum 
of  research  and  budgetary  duplication. 

Proposed  Research 

The  principal  research  aim  of  this  RFA  is  to  encourage  basic  and  clinical  research  that  is  oriented  toward  mechanisms 
of  blood  pressure  control  and  hypertension  at  the  genetic  level.  Three  broad  areas  will  be  considered  responsive  to 
the  initiative:  (1)  mapping  and  identification  of  genes  responsible  for  high  blood  pressure  or  its  complications  in 
humans  and  in  experimental  animal  models;  (2)  mechanistic  studies  on  the  biological  consequences  of  variations  in  genes 
linked  to  hypertension  or  its  complications;  and  (3)  studies  utilizing  molecular  genetic  techniques  to  elucidate  basic 
mechanisms  of  normal  and  altered  regulation  of  blood  pressure.  Because  this  SCOR  program  will  involve  a highly 
interactive  network,  it  is  not  necessary  for  a single  center  to  dedicate  resources  to  all  of  the  above  areas. 

Mapping  of  relevant  genetic  loci  and  identification  of  underlying  genetic  mutations  responsible  for  high  blood  pressure 
in  humans  or  in  experimental  animal  models  of  hypertension  is  an  area  that  may  be  supported  through  the  SCOR  mechanism. 
Gene  mapping  and  identification  will  be  complementary  to  other  scientific  efforts  to  be  supported  by  the  NHLBI  or  through 
other  sources. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  the  National  Institutes  of  Health  (NIH)  requires  applicants  to  give  special 
attention  to  the  inclusion  of  women  and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in 
the  study  populations  for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications 
without  such  documentation  will  not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  October  1,  1994,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research;  the  name,  address,  and  telephone  number  of  the  Principal  Investigator;  the  identities  of  other 
key  personnel  and  participating  institutions;  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NHLBI 
staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 
Division  of  Extramural  Affairs 
National  Heart,  Lung  and  Blood  Institute 
Westwood  Building,  Room  557A 
Bethesda,  MD  20892 

REVIEW  CONSIDERATIONS 

Applications  will  be  judged  on  the  basis  of  the  scientific  and  technical  merit  of  the  proposed  research,  the 
qualifications  and  research  experience  of  the  investigators,  the  collaborative  interaction  among  basic  and  clinical 
research  components,  the  adequacy  of  the  environment,  and  the  appropriateness  of  the  budget. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Information, 
Division  of  Research  Grants,  National  Institutes  of  Health  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248. 

Appl  i cat  ions  must  be  received  by  December  8,  1994. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  inquiries  regarding  scientific  issues  and  requests  for  the  RFA  to: 

Paul  A.  Velletri,  Ph.D. 

Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung  and  Blood  Institute 
Federal  Building,  Room  4C 10 
Bethesda,  MD  20892 
Telephone:  (301)  496-1857 
FAX:  (301)  402-2044 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Ms.  Jane  Davis 

Division  of  Extramural  Affairs 
National  Heart,  Lung  and  Blood  Institute 
Westwood  Building,  Room  4A15C 
Bethesda,  MD  20892 
Telephone:  (301)  594-7436 
FAX:  (301)  594-7492 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.837,  Heart  and  Vascular  Diseases.  Awards 
will  be  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  ackninistered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirement  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  ON  MENTAL  HEALTH  ECONOMICS 

MI H GUIDE.  Volume  22,  Nunber  45,  December  17,  1993 

PA  NUMBER:  PA-94-018 

P.T.  34;  K.U.  0408006,  0715095,  0730050 

National  Institute  of  Mental  Health 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  encourage  invest: gator- initiated  research  on  mental  health  economics  in 
order  to  advance  the  scientific  knowledge  base  in  this  field  and  assist  in  the  development  of  improved  strategies  for 
financing  and  reimbursing  mental  health  services.  The  research  invited  under  this  program  announcement  is  also  intended 
to  maintain  and  increase  the  contribution  of  applied  economic  research  to  the  development  and  analysis  of  plans  for  the 
mental  health  component  of  various  local.  State,  and  national  level  health  care  reform  proposals. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Research  on  Mental  Health 
Economics,  is  related  to  the  priority  area  of  mental  health  and  mental  disorders.  Potential  applicants  may  obtain  a 
copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Uashington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY 

Appl  i cat i ons  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  Government.  Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST) 
(R29)  awards  and  Research  Program  Projects  (P01).  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  a regular  research  grant  (R01),  small  grant  (R03),  First 
Independent  Research  Support  and  Transition  (FIRST)  award  (R29),  Multi-Institutional  Collaborative  Research  Project 
(R10),  program  project  grant  (P01),  Investigator-Initiated  Interactive  Research  Project  Grant  (IRPG),  research 
demonstration  (R18),  and  Research  Infrastructure  Support  Program  CRISP). 

Funds  may  not  be  used  to  establish  or  operate  a treatment,  rehabilitation,  or  other  service  program,  except  in  the  case 
of  a research  demonstration  grant  (R18). 

Announcements  including  special  requirements  regarding  eligibility  for  the  small  grants  program  (R03),  FIRST  awards 
(R29),  Multi-Institutional  Collaborative  Research  Project  program  (R10),  and  Investigator-Initiated  Interactive  Research 
Project  Grant  (IRPG)  are  available  from  the  National  Institute  of  Mental  Health,  5600  Fishers  Lane,  Room  9-95,  Rockville, 
MD  20857,  telephone  301/443-4673. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  announcement  will  vary,  it  is  anticipated  that 
the  size  of  the  awards  will  also  vary. 

Appl  i cations  may  request  support  for  up  to  five  years  for  regular  research  and  research  demonstrations.  Annual  awards 
will  be  made,  subject  to  continued  availability  of  funds  and  progress  achieved.  A competing  continuation  (renewal) 
application  for  an  R01  may  be  submitted  near  the  end  of  an  approved  period  of  support  in  order  to  request  funds  for 
continuation  of  the  project.  Small  grants  are  limited  to  two  years  and  may  not  be  renewed.  FIRST  Awards  are  for  five 
years  but  are  not  renewable. 

RESEARCH  OBJECTIVES 

Background 

Approximately  10  percent  of  the  total  national  health  care  expenditures  are  spent  on  treating  mental  disorders.  However, 
many  Americans  with  mental  illnesses  find  that  appropriate  treatment  is  inaccessible  because  they  lack  insurance  coverage 
or  the  insurance  they  have  for  mental  illness  is  inadequate. 

Recent  efforts  to  reform  the  health  care  system  have  stressed  the  need  to  expand  the  field  of  mental  health  economics 
research.  The  National  Institute  of  Mental  Health  (NIMH)  has  broadened  its  interest  in  supporting  high-quality  policy 
relevant  research  on  the  economics  of  mental  health  to  find  more  efficient  and  equitable  mechanisms  of  financing  mental 
health  care  for  people  with  mental  disorders  and  to  prepare  for  various  scenarios  of  health  care  reform. 

Health  care  reform  provides  a unique  opportunity  to  strengthen  the  field  of  mental  health  economics  research.  There 
is  an  urgent  need  to  increase  the  number  of  mental  health  economists  and  the  capacity  of  other  mental  health  services 
researchers  to  conduct  studies  relevant  to  health  care  reform.  It  is  expected  that  scientific  findings  produced  by 
grants  submitted  in  response  to  this  announcement  will  ensure  that  the  mental  health  field  will  continue  to  play  an 
integral  and  compelling  role  in  the  national  debate  on  mental  health  care  benefit  options  in  health  care  reform 
initiatives. 
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Objectives 


Researchers  are  encouraged  under  this  program  announcement  to  develop  rigorous  research  designs  for  the  exploration  of 
important  research  topics  in  mental  health  economics.  The  following  areas  of  research  are  illustrative  of  issues  that 
may  be  proposed  under  this  program  announcement.  The  examples  provided  are  not  meant  to  be  exhaustive,  and  it  is 
anticipated  that  other  types  of  important  studies  will  be  proposed  by  researchers  who  respond  to  this  announcement. 

Cost  of  Illness.  Cost  of  mental  illness  studies  assist  policy  makers  in  setting  priorities  in  medical  research  and 
mental  health  care  services  development.  An  example  of  such  studies  is  the  estimation  of  the  total  economic  impact  of 
specific  mental  disorders,  including  the  direct  costs  of  treatment  of  patients  suffering  from  these  illnesses  and  the 
indirect  costs  associated  with  loss  of  earnings  due  to  reduced  or  lost  productivity. 

Cost-effectiveness.  There  is  an  increasing  awareness  that  if  a mental  health  treatment  is  to  be  adopted  into  mainstream 
clinical  practice,  cost-effectiveness  needs  to  be  addressed.  Examples  of  studies  in  this  area  include  cost-benefit, 
cost-effectiveness,  and  cost-utility  analysis  of  innovative  treatment  methods  (including  new  treatment  methods  for 
children  and  adolescents),  systems  of  care,  and  new  financing  mechanisms  for  mental  disorders. 

Health  Insurance.  Insurance  benefit  studies  provide  important  insight  into  how  covered  services  are  meeting  the  medical 
treatment  needs  of  the  mentally  ill  and  how  such  benefit  programs  affect  the  patients,  the  providers,  and  the  payers 
of  mental  health  care.  Examples  of  research  topics  include  effects  of  specific  insurance  coverage  restrictions  on  access 
to  and  delivery  of  mental  health  care,  and  analysis  of  the  impact  of  cost-containment  strategies  (including  managed 
mental  health  care  and  capitation  experiments)  on  outcome  and  quality  of  mental  health  care. 

Financing  of  Services.  Research  is  needed  on  financing  of  public  and  private  mental  health  services  or  systems  and  how 
financing  policies  govern  resource  allocation,  access  to  services,  and  quality  of  mental  health  care.  Examples  of  such 
studies  include  analysis  of  strategies  and  mechanisms  employed  by  State  mental  health  agencies  and  other  public  agencies 
for  financing  services  for  the  severely  mentally  ill  and  analysis  of  private  sector  financing  of  mental  health  services. 

Payment  Mechanisms.  Payment  mechanisms  influence  the  delivery,  accessibility,  use,  cost,  and  quality  of  mental  health 
services.  Examples  of  such  studies  include  studies  on  health  care  reform  initiatives,  including  competition  in  the 
mental  health  care  system  and  analysis  of  privatization  of  publicly  provided  mental  health  services. 

Methodological  Research.  Research  is  encouraged  that  will  develop  and  test  the  application  of  new  methods  of  economic 
analysis  in  mental  health  services  research.  Examples  of  such  research  may  include  development  of  risk-adjusted 
capitation  rates,  risk  sharing,  and  reinsurance  mechanisms  and  development  of  simulation  models  that  advance 
understanding  of  the  financing  of  system-wide  linkages  in  mental  health  care. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Appl  icants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
hunan  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 
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All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

Protection  of  Human  Subjects 

The  Department  of  Health  and  Human  Services  has  regulations  for  the  protection  of  human  subjects  and  has  developed 
additional  regulations  for  the  protection  of  children.  A copy  of  these  regulations  (45  CFR  46,  Protection  of  Human 
Subjects)  and  those  pertaining  specifically  to  children  are  available  from  the  Office  of  Protection  from  Research  Risks, 
National  Institutes  of  Health,  Bethesda,  MD  20892,  telephone  301/496-7041. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  the  research  grant  application  form  PHS  398  (rev.  9/91).  The  PA  number  and  the  title  of  this 

announcement  must  be  typed  in  item  number  2a  on  the  face  page  of  the  PHS  398  application  form. 

Applicants  must  also  specify  which  support  mechanism  they  are  applying  under,  e.g. , FIRST,  small  grant,  RIO. 

A limit  of  25  pages  applies  to  Sections  A through  D for  R01  and  R29  grant  applications.  For  small  grant  applications, 

there  is  a limit  of  10  pages.  Applications  exceeding  the  specified  page  limits  will  be  returned. 

Applicants  should  note  that  FIRST  (R29)  applications  must  include  at  least  three  sealed  letters  of  reference  attached 
to  the  face  page  of  the  original  application.  FIRST  applications  submitted  without  the  required  number  of  reference 
letters  will  be  considered  incomplete  and  will  be  returned  without  review. 

Application  kits  containing  the  necessary  forms  may  be  obtained  from  offices  of  sponsored  research  at  most  universities, 
colleges,  medical  schools,  and  other  major  research  facilities.  If  such  a source  is  not  available,  the  following  office 
may  be  contacted  for  the  necessary  application  material:  Grants  Management  Branch,  National  Institute  of  Mental  Health, 
5600  Fishers  Lane,  Room  7C-05,  Rockville,  MD  20857,  telephone  301/443-4414. 

The  signed  original  and  five  exact,  clear,  single-sided  photocopies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Detailed  instructions  are  included  in  the  application  kits.  All  applications  must  clearly  indicate  the  relevance  of 
the  proposed  work  to  the  stated  purpose  of  this  program  announcement. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  Initial  Review  Group  (IRG)  composed  primarily 
of  non- Federal  scientific  experts.  Final  review  is  by  an  appropriate  national  advisory  council;  review  by  Council  may 
be  based  on  policy  considerations  as  well  as  scientific  merit.  By  law,  only  applications  recommended  by  the  Council 
may  be  considered  for  funding.  Summaries  of  IRG  recommendations  are  sent  to  applicants  following  completion  of  the  IRG 
review. 

Review  Criteria 

General  criteria  used  in  the  review  of  all  applications  include: 

o Significance  and  originality  of  the  research  from  a scientific  and  technical  viewpoint 

o Adequacy  of  the  theoretical  and  conceptual  framework  of  the  proposed  research  and  appropriateness  of  research  methods 
o Demonstrated  access  to  research  subjects  or  data  to  conduct  the  research 
o Demonstrated  research  capability,  experience,  and  level  of  commitment  of  the  research  staff 

o Adequacy  of  facilities,  general  environment,  and  core  resources  for  the  development  and  implementation  of  the  proposed 
research 

o Evidence  of  cooperation  and  commitment  from  persons  and/or  organizations  whose  support  is  essential  for  the  conduct 
of  the  research;  appropriateness  of  the  collaborative  arrangements 
o Adequacy  of  the  plan  to  protect  research  subjects 

o Appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research 
o Conformance  of  the  application  to  NIH  policy  on  inclusion  of  women  and  minorities  in  study  populations 
o Potential  contribution  of  the  research  study  to  the  current  national  health  care  reform  initiatives 

Applications  will  be  reviewed  in  accordance  with  the  regular  review  schedule. 

NOTE:  Receipt  dates  for  Investigator-Initiated  Interactive  Research  Project  Grants  (IRPG)  are:  October  15,  February 
15,  June  15. 

AWARD  CRITERIA 

Applications  recommended  by  a National  Advisory  Council  will  be  considered  for  funding  on  the  basis  of  overall  scientific 
and  technical  merit  of  the  research  as  determined  by  peer  review,  program  needs  and  balance,  and  availability  of  funds. 
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INQUIRIES 


Written  and  telephone  inquiries  are  encouraged,  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Inquiries  regarding  scientific  and  programmatic  issues  may  be  directed  to: 

Agnes  Rupp,  Ph.O. 

Division  of  Epidemiology  and  Services  Research 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  10C-06 

Rockville,  MO  20857 

Telephone:  (301)  443-4233 

FAX:  (301)  443-4045 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Diana  S.  Trunnell 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-15 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

FAX:  (301)  443-6885 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.242.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 

INFECTIOUS  CAUSES  OF  DIARRHEA  OR  WASTING  SYNDROME  IN  PEOPLE  WITH  AIDS 

NIH  GUIDE.  Volune  22,  Number  45,  December  17,  1993 

PA  NUMBER:  PA-94-019 

P.T.  34;  X.W.  0715085,  0715008,  0715151 

National  Institute  of  Allergy  and  Infectious  D i seases 

PURPOSE 

The  purpose  of  this  Program  Announcement  (PA)  is  to  solicit  investigator-initiated  applications  to  identify  and  determine 
the  role  of  opportunistic  pathogens  as  putative  causative  agents  of  diarrhea  or  wasting  syndrome  in  people  with  AIDS 
and  to  develop  methods  for  targeted  drug  discovery  against  those  pathogens.  The  research  scope  will  be  limited  to 
studies  on  parasitic  protozoa  and  mycobacteria  (excluding  M.  tuberculosis)  as  causative  infectious  agents.  No  clinical 
trials  will  be  supported. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Infectious  Causes  of  Diarrhea 
or  Wasting  Syndrome  in  People  with  AIDS,  is  related  to  the  priority  area  of  HIV  infection.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Sutmary 
Report:  Stock  No.  017-001-00474-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  may  be  submitted  from  one  institution  or  may  include  arrangements  with  several 
institutions  if  appropriate.  Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition 
(FIRST)  (R29)  awards.  Applications  from  or  involving  minority  institutions,  individuals,  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  by  the  investigator- initiated  research  project  grant  (R01)  and  First  Independent 
Research  Support  and  Transition  (FIRST)  award  (R29). 

RESEARCH  OBJECTIVES 

Background 

Wasting  syndrome,  a condition  that  commonly  includes  chronic  diarrhea,  is  one  of  the  most  frequent  AIDS-def ining 
conditions  among  adults  and  adolescents  reported  to  the  Centers  for  Diseases  Control  and  Prevention.  Although  the  true 
incidence  of  this  condition  is  unknown,  this  clinical  presentation  occurs  in  a high  proportion  of  patients  with  AIDS 
during  the  course  of  the  disease.  Severe  diarrhea  and  weight  loss  associated  with  intestinal  damage  and  malabsorption 
contribute  to  malnutrition,  poor  drug  absorption,  and  diminished  quality  of  life.  Although  diarrhea  can  often  be 
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attributed  to  infections  with  one  or  more  enteric  pathogens,  no  causative  agent  can  be  conclusively  identified  in  up 
to  50  percent  of  AIDS  patients  with  diarrhea. 

Intestinal  protozoa  often  associated  with  AIDS  include  coccidian  parasites  causing  protracted  diarrhea  (e.g., 
Cryptosporidium  parvum  and  Isospora  belli)  and  microsporidia  (particularly  Enterocytozoon  bieneusi,  causing  intestinal 
microsporidiosis).  Successful  management  of  AIDS-associated  diarrhea  is  confounded  by  the  lack  of  reproducibly  effective 
therapies;  lack  of  convenient,  standardized  diagnostic  procedures  other  than  microscopy;  lack  of  quantifiable  assessments 
of  infectious  organisms  to  determine  clinical  response  to  therapy;  presence  of  other  concomitant  opportunistic 
infections;  and  emergence  of  new  etiologic  agents.  Recently,  additional  microorganisms  have  been  associated  with 
diarrhea  and  wasting  such  as  Cyclospora  cayetanensis,  a coccidian  protozoan  causing  intractable  diarrhea;  Septata 
intestinalis,  an  obligate  intracellular  microsporidian  associated  with  chronic  diarrhea;  and  Mycobacterium  genavense, 
an  acid-fast  bacillus  isolated  from  AIDS  patients  exhibiting  diarrhea,  weight  loss  and  fevers.  Wasting  syndrome,  in 
the  absence  of  diarrhea  or  gastrointestinal  pathogens,  is  poorly  understood,  but  may  involve  decreased  nutrient 
absorption,  metabolic  disturbances,  and  excess  production  of  tumor  necrosis  factor  (TNF)  or  other  immune  effectors. 

Objectives  and  scope 

The  objective  of  this  PA  is  to  stimulate  drug  discovery  through  original  and  innovative  research  focused  on  key  metabolic 
and  pathophysiologic  features  of  infectious  organisms  contributing  to  diarrhea  or  wasting  syndrome.  Applications  based 
on  sound  scientific  rationale  to  improve  growth  and  detection  techniques  in  order  to  evaluate  therapies  against  newly 
recognized  pathogens  are  encouraged. 

The  research  scope  will  focus  on  parasitic  protozoa  and  mycobacteria  potentially  responsible  for  causing  diarrhea  or 
wasting  syndrome.  This  includes,  but  is  not  limited  to,  Cryptosporidium,  the  Microsporidia  species  associated  with  AIDS 
(Enterocytozoon  sp.,  Septata  intestinalis),  Mycobacteriun  avion  complex,  and  newly  identified  organisms  such  as 
Cyclospora  cayetanensis,  and  Mycobacterium  genavense.  Areas  of  research  may  include  studies  designed  to: 

o Develop  in  vitro  (culture)  and  in  vivo  (animal  model)  systems  for  drug  testing. 

o Develop  rapid,  noninvasive  diagostic  methods  for  the  specific  and  quantifiable  detection  of  the  infectious  organism. 

o Determine  the  interrelation  between  the  etiologic  agent  and  host  factors  (e.g.,  cytokines)  contributing  to  diarrhea 
or  wasting  syndrome. 

o Identify  and  characterize  biochemical,  metabolic  and  molecular  properties  of  the  infectious  organism  which  may  serve 
as  targets  for  chemotherapy. 

o Discover  new  therapeutic  agents  or  prophylactic  approaches  (chemo-,  immuno-  or  gene-based  therapies)  through 
exploitation  of  biochemical,  metabolic  or  molecular  differences  between  pathogen  and  host. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder,  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders,  and  conditions  that  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  (rev.  9/91)  in  the 
Research  Plan  Sections  1-4  AND  summarized  in  Section  5,  Hunan  Subjects.  Applicants  are  urged  to  assess  carefully  the 
feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may 
not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i.e..  Native  Americans  [including  American  Indians  or  Aiaskan  Natives] , Asian/Pacific 
Islanders,  African  Americans,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  must  be 
provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or  conditions. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  hunan  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  the  priority  score  assigned  to  the  application. 
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All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  receipt 
dates  for  applications  for  AIDS-related  research:  January  2,  May  1,  and  September  1.  Application  kits  are  available 
at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information,  Division  of  Research 
Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248. 

Each  application  must  be  identified  by  checking  "YES"  on  line  2a  of  the  PHS  398  face  page,  citing  this  announcement 
number. 

Appl  icants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center  for 
Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  If  so,  a letter 
of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  should  be  included  with  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

FIRST  (R29)  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the 
original  application.  FIRST  applications  submitted  without  the  required  number  of  reference  letters  will  be  considered 
incomplete  and  will  be  returned  without  review. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  and  supporting  material  will  be  examined  by  the  Division  of  Research  Grants  for  completeness. 
Incomplete  applications  will  be  returned  without  further  consideration. 

Appl  ications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  Referral  Guidelines.  Applications  will 
be  reviewed  independently  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants,  NIH 
in  accordance  with  the  standard  NIH  peer  review  procedures. 

Review  criteria  will  include: 

o Significance  and  originality  of  the  research  and  methodological  approaches, 
o Feasibility  of  the  research  and  adequacy  of  the  experimental  design, 
o Training,  experience,  research  competence  and  commitment  of  the  investigator(s). 
o Adequacy  of  the  facilities  and  resources. 

o Provisions  for  the  protection  of  human  subjects,  the  humare  care  of  animals,  and  biosafety  conditions. 

Following  scientific  and  technical  merit  review,  applications  will  receive  a second  level  review  by  the  appropriate 
National  Advisory  Counci l(s). 

AWARD  CRITERIA 

Appl  ications  will  compete  for  available  funds  with  all  other  applications  found  to  have  significant  and  substantial 
merit.  The  following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 
o Program  balance  among  research  areas 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programnatic  issues  either  to: 

Dr.  Chris  Lambros 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  2C04 

Bethesda,  MD  20892 

Telephone:  (301)  402-0135 

FAX:  (301)  402-3211 

E-mail:  cblSexec.niaid.pc.niaid.nih.gov 
Dr.  Michael  Gottlieb 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A03 

Bethesda,  MD  20892 

Telephone:  (301)  496-7115 

FAX:  (301)  402-0804 

E-mail:  mogSexec.niaid.pc.niaid.nih.gov 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  45  - December  17,  1993 

21 


Direct  inquiries  regarding  fiscal  matters  to: 


Ms.  Jane  Unsworth 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B22 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.856,  Microbiology  and  Infectious  Diseases 
Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  adninistered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 

FEDERAL  TECHNOLOGY  TRANSFER  PROGRAM  IN  DIGITAL  HAWWCHAPHY 

NIH  GUIDE.  Volume  22,  Number  45,  December  17,  1993 

PA  NUMBER:  PA-94-020 

P.T.  34;  K.U.  1016004,  0706030 

National  Cancer  Institute 

PURPOSE 

The  National  Cancer  Institute  (NCI)  through  the  Diagnostic  Imaging  Research  Branch  (DIRB)  of  the  Radiation  Research 
Program  seeks  research  grant  applications  from  multidisciplinary  research  teams  for  federal  technology  transfer  in 
digital  mammography  including,  but  not  limited  to,  the  following  areas:  (1)  digital  detectors  and  display  systems;  (2) 
novel  algorithms  for  image  processing  and  computer-aided  diagnosis;  and  (3)  novel  high  performance,  low  cost  networks 
for  telemammography.  This  program  was  jointly  developed  with  and  will  be  co-sponsored  by  the  National  Aeronautics  and 
Space  Agency  (NASA),  if  the  grant  applications  are  judged  of  programmatic  interest  to  the  agency. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Federal 
Technology  Transfer  Program  in  Digital  Mammography,  is  related  to  the  priority  area  of  cancer.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0,  or  "Healthy  People  2000"  Sunnary 
Report:  Stock  No.  017-00100473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  public  and  private,  non-profit  and  for-profit  organizations  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition 
(FIRST)  (R29)  awards.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

This  program  will  be  supported  by  the  individual  research  grant  (R01),  the  First  Award  (R29),  and  Program  Project  Grant 
(P01)  Award  mechanisms.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  PA  may  vary,  it  is 
anticipated  that  the  size  of  the  awards  will  vary. 

RESEARCH  OBJECTIVES 

Background 

Digital  mammography  is  one  of  the  most  promising  novel  technologies  for  early  detection  of  breast  cancer.  Digital  images 
offer  several  potential  advantages  in  image  quality  compared  to  conventional  film-based  systems,  including  improved  image 
contrast  and  resolution  at  a lower  radiation  dose,  and  offer  the  additional  benefits  of  computerized  image  enhancement 
and  image  analysis,  computerized  image  archiving,  and  the  possibility  of  image  transmission  for  analysis  at  a distant 
site  (teleradiology),  which  could  bring  world-class  expertise  to  community  hospitals.  A Program  Announcement  entitled 
"National  Digital  Mammography  Development  Group"  (PA-92-57,  NIH  Guide  for  Grants  and  Contracts,  Vol.  21,  No.  12,  March 
27,  1992)  resulted  in  the  funding  of  a multi-disciplinary,  international  group  consisting  of  four  academic  centers  and 
two  industrial  components  aimed  at  developing  this  technology.  We  are  convinced  that  the  development  of  all  aspects 
of  this  technology  will  result  in  better  quality  mammographic  images,  more  reliable  interpretation,  and  greater 
dissemination  of  state-of-the-art  screening  to  a greater  proportion  of  the  U.S.  population  of  women  at  risk,  with  a 
resultant  significant  probability  of  saving  lives.  As  the  recent  data  indicate,  digital  mammography  may  be  of  particular 
potential  benefit  in  younger  women  with  dense  breast  tissue. 

Many  of  the  tools  of  digital  mammography,  including  digital  detectors  and  display  systems  for  the  generation  of  high- 
resolution,  high-contrast,  large-f ield-of-view  images  and  computer  algorithms  for  image  enhancement  and  analysis  have 
already  been  developed  for  space  and  military  applications.  As  a result  of  the  Diagnostic  Imaging  Research  Branch 
pursuit  of  the  development  of  a Federal  technology  transfer  program  in  digital  mammography,  an  interagency  agreement 
between  the  NCI  and  NASA  was  formalized  in  March  1992.  This  resulted  in  the  establishment  of  the  NCI  - NASA  Working 
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Group  in  an  effort  to  apply  the  latest  technologic  advances  in  image  acquisition,  processing,  and  transmission  to  digital 
marnnography.  In  July  1992,  the  Working  Group,  in  collaboration  with  academic  experts  from  the  radiologic  community, 
developed  a program  statement,  which  was  broadly  disseminated  to  Federal  and  Federally-supported  laboratories  in  order 
to  identify  technologies  critical  for,  and  transferable  to,  digital  mammography.  Forty-three  technologic  proposals  were 
received  in  response  to  the  program  statement,  and  thirteen  were  selected  by  peer  review  process  for  further  evaluation 
at  the  May  1993  Digital  Mammography  Technology  Transfer  Workshop  held  by  the  NCI  - NASA  Working  Group.  The  conference 
faculty,  composed  of  industrial  and  academic  experts,  concluded  that  the  proposed  technologies  may  solve  some  of  the 
currently  existing  fundamental  technologic  difficulties  hindering  the  development  of  digital  mammography  as  a practical 
tool.  Based  on  the  recommendations  of  this  Workshop,  we  propose  a jointly  sponsored  NCI  - NASA  Program  Announcement 
in  order  to  support  the  transfer  of  promising  technologies  to  digital  manmography. 

Objectives 

The  goals  and  scope  of  this  joint  NCI/NASA  Program  Announcement  may  include,  but  are  not  limited  to,  the  following: 

1.  Dual  use  technology  support.  Development,  assessment,  and  implementation  of  dual-use  technology,  wherein  the 
proposed  technology  will  contribute  to  digital  mammography  as  well  as  to  image  generation,  processing,  and  transmission, 
as  required  by  NASA. 

2.  Technology  transfer  support,  wherein  medical  imaging  academic/ industrial  teams  work  cooperatively  with  a Federal 
Laboratory  and/or  Federally-funded  grantee  or  contractor  to  apply  a Federally  developed  or  funded  technology  to  digital 
mammography. 

Examples  of  appropriate  topics  include,  but  are  not  limited  to: 

1.  development  and  testing  of  digital  displays  for  high  resolution  (e.g.,  50-100  micrometers  per  pixel),  high  contrast 
(about  12-14  bits),  large  field  of  view  visualization  (4K  by  4K,  or  2K  by  2K  with  4K  by  4K  buffer)  combined  with 
practical  rate  of  display  and  luminescence; 

2.  incorporation  of  the  above  described  video  display  systems  into  the  development  of  computer  workstations  with 
practical  user  interfaces,  including  multi-resolution,  "region-of- interest"  displays  and  "bright  light"  display 
equivalents; 

3.  development  and  implementation  of  novel  x-ray  detectors  in  prototype  digital  mammographic  systems; 

4.  development  and  testing  of  novel  high  performance,  low  cost  digital  networks  for  image  transmission; 

5)  high  speed  image  processing  for  pattern  recognition  or  image  compression,  testing  of  innovative  computer  algorithms 
for  computer-aided  diagnosis  and  image  processing  using  standardized  and/or  pathologically  confirmed  mammographic  image 
databases,  image  compression  algorithms  that  do  not  compromise  data  integrity; 

It  is  expected  that  multi-disciplinary  teams  will  be  formed,  with  participation  of  clinical  radiologists  as  potential 
end-users  of  the  systems  developed,  medical  physicists  who  can  define  the  technical  requirements  of  the  proposed 
equipment,  and  scientists  from  Federally-supported  laboratories  and  industry  who  developed  relevant  imaging  technologies 
for  applications  that  may  be  other  than  digital  mammography  (e.g.,  military,  space,  entertainment).  Participation  of 
medical  imaging  technology  manufacturers  in  these  projects  will  be  encouraged  in  order  to  stimulate  early  assessment 
of  commercial  viability  and  to  facilitate  technology  implementation. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population- based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group,  together 
with  a rationale  for  its  choice.  In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be 
included  in  the  form  PHS  398  (rev.  9/91)  in  Sections  1-4  of  the  Research  Plan  and  summarized  in  Section  5,  Human 
Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  [including 
American  Indians  or  Alaskan  Natives],  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single 
minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  policies  concerning  research  on  hunan  subjects  also  apply.  Basic  research  or  clinical  studies  in  which  human 
tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to  include 
hunan  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study  broadly, 
and  this  should  be  addressed  by  applicants. 
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For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  responding  to  this  Program  Announcement.  These 
forms  are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Information, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
(301)  594-7248. 

The  Program  Announcement  number  and  title  must  be  typed  on  line  2a  of  the  face  page  of  the  application  form. 

Appl  ications  for  the  FIRST  Award  (R29)  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  Award  (R29)  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  five  signed,  exact,  clear,  and 
single-sided  photocopies  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Appl  ications  will  be  accepted  on  the  standard  receipt  dates  listed  in  the  application  kit.  If  the  application  submitted 
in  response  to  this  program  announcement  is  substantially  similar  to  a grant  application  already  submitted  to  the  NIH 
for  review,  but  not  yet  reviewed,  the  applicant  will  be  asked  to  withdraw  either  the  pending  application  or  the  new  one. 
Simultaneous  submission  of  identical  applications  will  not  be  allowed,  nor  will  essentially  identical  applications  be 
reviewed  by  different  review  committees.  Therefore,  an  application  cannot  be  submitted  in  response  to  this  announcement 
that  is  essentially  identical  to  one  that  has  already  been  reviewed.  This  does  not  preclude  the  submission  of 
substantial  revisions  of  applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing 
the  previous  critique. 

REVIEW  CONSIDERATIONS 

Appl  ications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be  reviewed  for 
scientific  and  technical  merit  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific- 
technical  review,  the  applications  will  receive  a second-level  review  by  the  appropriate  national  advisory  board  or 
counc i l . 

AWARD  CRITERIA 

Appl  ications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquires  concerning  the  objectives  and  scope  of  this  Program  Announcement  and  inquiries  about 
whether  or  not  specific  proposed  research  would  be  responsive  are  encouraged  and  may  be  directed  to: 

Faina  Shtern,  M.D. 

Radiation  Research  Program 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  800 
Bethesda,  MD  20892 
Telephone:  (301)  496-9531 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Carolyn  Mason 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South  242 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  59 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.395,  Cancer  Treatment  Research.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A.  (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285),  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 

RESEARCH  AND  DEMONSTRATION  GRANTS  OCCUPATIONAL  SAFETY  AMD  HEALTH 

NIH  GUIDE.  Volume  22,  Nunber  45,  December  17,  1993 

PA  NUMBER:  PA-94-021 

P.T.  34;  K.W.  0725020,  0715006 

National  Institute  for  Occupational  Safety  and  Health 
PURPOSE 

The  Centers  for  Disease  Control  and  Prevention  (CDC),  National  Institute  for  Occupational  Safety  and  Health  (NIOSH), 
is  soliciting  grant  applications  for  research  and  demonstration  projects  relating  to  occupational  safety  and  health, 
including  the  construction  industry  (see  FUNDS  AVAILABLE). 

The  purpose  of  this  grant  program  is  to  develop  knowledge  that  can  be  used  in  preventing  occupational  diseases  and 
injuries.  NIOSH  will  support  the  following  types  of  applied  research  projects:  causal  research  to  identify  and 
investigate  the  relationships  between  hazardous  working  conditions  and  associated  occupational  diseases  and  injuries; 
methods  research  to  develop  more  sensitive  means  of  evaluating  hazards  at  work  sites,  as  well  as  methods  for  measuring 
early  markers  of  adverse  health  effects  and  injuries;  control  research  to  develop  new  protective  equipment,  engineering 
control  technology,  and  work  practices  to  reduce  the  risks  of  occupational  hazards;  and  demonstrations  to  evaluate  the 
technical  feasibility  or  application  of  a new  or  improved  occupational  safety  and  health  procedure,  method,  technique, 
or  system. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  contnitted  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  to  reduce  morbidity  and  mortality  and  improve  the  quality  of  life. 
This  program  announcement  is  related  to  the  priority  area  Occupational  Safety  and  Health.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Eligible  applicants  include  domestic  and  foreign  non-profit  and  for-profit  organizations,  universities,  colleges, 
research  institutions,  and  other  public  and  private  organizations,  including  State  and  local  governments  and  small, 
minority  and/or  woman-owned  businesses. 

FUNDS  AVAILABLE 

For  fiscal  year  (FY)  1994,  the  budget  for  research  grants  is  $9,250,000.  Of  that  amount,  about  $5,500,000  is  for 
non-competing  continuation  awards,  and  $3,750,000  is  for  new  and  competing  renewal  awards.  Of  the  money  for 
non-competing  continuation  awards,  $1,200,000  is  committed  to  provide  ongoing  support  for  health  and  safety  grants  within 
the  construction  industry  that  were  started  last  year  under  a new  initiative,  which  was  announced  in  an  FY  1993  request 
for  applications  (OH-93-OOI).  Of  the  money  for  new  and  competing  renewal  awards,  $1,250,000  is  for  new  health  and  safety 
grants  within  the  construction  industry,  which  is  an  expansion  of  the  FY  1993  initiative.  NOTE  THAT  CONSTRUCTION  GRANT 
APPLICATIONS  MUST  BE  RECEIVED  BY  MARCH  1,  1994,  IN  ORDER  TO  BE  CONSIDERED  FOR  FUNDING  IN  THIS  FISCAL  YEAR. 

The  projected  breakdown  for  the  $3,750,000  in  new  and  competing  renewal  awards  by  type  of  grant  mechanism  is  as  follows: 
R01  and  R18  grants  - 19  awards  for  $3,000,000  (total  costs  of  these  currently  awarded  grants  range  from  $50,000  to 
$350,000  with  the  average  of  about  $170,000);  KOI  grants  - four  awards  for  $200,000  (total  costs  are  limited  to  $54,000 
per  award);  and  R03  grants  - 14  awards  for  $550,000  (total  costs  are  about  $37,500  per  award). 

MECHANISMS  OF  SUPPORT 

The  types  of  grants  NIOSH  supports  are  described  below.  Applications  responding  to  this  program  announcement  will  be 
reviewed  by  staff  for  their  responsiveness  to  the  following  program  requirements.  Grants  are  funded  for  12-month  budget 
periods  in  project  periods  up  to  five  years  for  research  project  grants  and  demonstration  project  grants;  three  years 
for  SERCA  grants;  and  up  to  two  years  for  small  grants.  Continuation  awards  within  the  project  period  are  made  on  the 
basis  of  satisfactory  progress  and  on  the  availability  of  funds. 

Research  Project  Grants  (R01) 

A research  project  grant  application  should  be  designed  to  establish,  discover,  develop,  elucidate,  or  confirm 
information  relating  to  occupational  safety  and  health,  including  innovative  methods,  techniques,  and  approaches  for 
dealing  with  occupational  safety  and  health  problems.  These  studies  may  generate  information  that  is  readily  available 
to  solve  problems  or  contribute  to  a better  understanding  of  the  causes  of  work-related  diseases  and  injuries. 

Demonstration  Project  Grants  (R18) 

A demonstration  project  grant  application  should  address,  either  on  a pilot  or  full-scale  basis,  the  technical  or 
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economic  feasibility  of  implementing  a new/improved  innovative  procedure,  method,  technique,  or  system  for  preventing 
occupational  safety  or  health  problems.  The  project  should  be  conducted  in  an  actual  workplace  where  a baseline  measure 
of  the  occupational  problem  will  be  defined,  the  new/improved  approach  will  be  implemented,  a follow-up  measure  of  the 
problem  will  be  docunented,  and  an  evaluation  of  the  benefits  will  be  conducted. 

Special  Emphasis  Research  Career  Award  (SERCA)  Grants  (KOI) 

The  SERCA  grant  is  intended  to  provide  opportunities  for  individuals  to  acquire  experience  and  skills  essential  to  the 
study  of  work-related  hazards,  and  in  so  doing  create  a pool  of  highly  qualified  investigators  who  can  make  future 
contributions  to  research  in  the  area  of  occupational  safety  and  health.  SERCA  grants  are  not  intended  either  for 
individuals  without  research  experience  or  for  productive,  independent  investigators  with  a significant  number  of 
publications  and  of  senior  academic  rank.  Moreover,  the  award  is  not  intended  to  substitute  one  source  of  salary  support 
for  another  for  an  individual  who  is  already  conducting  full-time  research;  nor  is  it  intended  to  be  a mechanism  for 
providing  institutional  support. 

Candidates  must:  (1)  hold  a doctoral  degree;  (2)  have  research  experience  at  or  above  the  doctoral  level;  (3)  not  be 
above  the  rank  of  associate  professor;  (A)  be  employed  at  a domestic  institution;  and  (5)  be  citizens  or  non-citizen 
nationals  of  the  U.S.  or  its  possessions  or  territories  or  must  have  been  lawfully  ackni tted  to  the  U.S.  for  permanent 
residence  at  the  time  of  application. 

This  non-renewable  award  provides  support  for  a three-year  period  for  individuals  engaged  in  full-time  research  and 
related  activities.  Awards  will  not  exceed  $50,000  per  year  in  direct  costs  for  salary  support  (plus  fringe  benefits), 
technical  assistance,  equipment,  supplies,  consultant  costs,  domestic  travel,  publications,  and  other  costs.  The 
indirect  cost  rate  applied  is  limited  to  eight  percent  of  the  direct  costs,  excluding  tuition  and  related  fees  and 
equipment  expenses,  or  to  the  actual  indirect  cost  rate,  whichever  results  in  the  lesser  amount. 

A minimum  of  60  percent  time  must  be  committed  to  the  proposed  research  project,  although  full-time  is  desirable.  Other 
work  in  the  area  of  occupational  safety  and  health  will  enhance  the  candidate's  qualifications  but  is  not  a substitute 
for  this  requirement.  Related  activities  may  include  research  career  development  activities  as  well  as  involvement  in 
patient  care  to  the  extent  that  it  will  strengthen  research  skills.  Fundamental /basic  research  will  not  be  supported 
unless  the  project  will  make  an  original  contribution  for  applied  technical  knowledge  in  the  identification,  evaluation, 
and/or  control  of  occupational  safety  and  health  hazards  (e.g.,  development  of  a diagnostic  technique  for  early  detection 
of  an  occupational  disease).  Research  project  proposals  must  be  of  the  applicants'  own  design  and  of  such  scope  that 
independent  investigative  capability  will  be  evident  within  three  years.  At  the  completion  of  this  three-year  award, 
it  is  intended  that  awardees  should  be  better  able  to  compete  for  individual  research  project  grants  awarded  by  NIOSH. 

SERCA  grant  applications  must  be  identified  as  such  on  the  application  form.  Section  2 of  the  application  (the  Research 
Plan)  should  include  a statement  regarding  the  applicant's  career  plans  and  how  the  proposed  research  will  contribute 
to  a career  in  occupational  safety  and  health  research.  This  section  should  also  include  a letter  of  recommendation 
from  the  proposed  advisor(s). 

Small  Grants  (R03) 

The  small  grant  program  is  intended  to  stimulate  applications  from  individuals  who  are  considering  a research  career 
in  occupational  safety  and  health;  as  such,  the  minimum  time  commitment  is  10  percent.  It  is  expected  that  a recipient 
would  subsequently  compete  for  a career  development  grant  (KOI)  or  for  a traditional  research  project  grant  (R01)  related 
to  occupational  safety  and  health.  The  award  is  not  intended  to  supplement  ongoing  or  other  proposed  research;  nor  is 
it  intended  to  be  a mechanism  for  providing  institutional  support. 

The  small  grant  investigators  must  be  U.S.  citizens  or  non-citizen  U.S.  nationals  who  are  predoctoral  students, 
post-doctoral  researchers  (within  three  years  following  completion  of  doctoral  degree  or  completion  of  residency  or 
public  health  training),  or  junior  faculty  members  (no  higher  than  assistant  professor).  If  university  policy  requires 
that  a more  senior  person  be  listed  as  principal  investigator,  it  should  be  clear  in  the  application  which  person  is 
the  small  grant  investigator.  Except  for  applicants  who  are  assistant  professors,  there  must  be  one  or  more  named 
mentors  to  assist  with  the  project.  A biographical  sketch  is  required  for  the  small  grant  investigator,  as  well  as  for 
the  supervisor  and  other  key  consultants,  as  appropriate. 

This  non- renewable  award  provides  support  for  project  periods  of  up  to  two  years  to  carry  out  exploratory  or  pilot 
studies,  to  develop  or  test  new  techniques  or  methods,  or  to  analyze  data  previously  collected.  Awards  will  not  exceed 
$25,000  per  year  in  direct  costs  for  salary  support  (plus  fringe  benefits),  technical  assistance,  equipment,  supplies, 
consultant  costs,  domestic  travel,  publications,  and  other  costs.  The  indirect  costs  will  be  based  upon  the  negotiated 
indirect  cost  rate  of  the  applicant  organization.  An  individual  may  not  receive  more  than  two  small  grant  awards,  and 
then,  only  if  the  awards  are  at  different  stages  of  development  (e.g.,  doctoral  student,  post-doctoral  researcher,  or 
junior  faculty  member). 

Applicants  to  this  program  must  type  "NIOSH  Small  Grant  Program"  in  item  2a  on  the  face  page  of  the  PHS  398  application 
form. 

RESEARCH  OBJECTIVES 

The  NIOSH  is  mandated  to  develop  recommendations  for  protecting  workers  of  the  United  States  against  diseases  and 
injuries  related  to  risks  on  the  job.  In  1983,  NIOSH  published  a suggested  list  of  ten  leading  work-related  diseases 
and  injuries  as  part  of  a national  goal  to  improve  the  health  of  the  American  people  through  prevention  activities. 
These  are  listed  as  the  first  ten  entries  in  Section  "Priorities."  To  provide  guidance  on  priorities  for  action,  NIOSH 
sponsored  the  development  of  "Proposed  National  Strategies  for  the  Prevention  of  Leading  Work-Related  Diseases  and 
Injuries."  Working  groups  composed  of  NIOSH  scientists  drafted  proposed  national  strategies  for  these  ten  areas  of 
concern.  These  strategies  were  refined  in  a process  involving  two  national  meetings  of  health  and  safety  professionals 
representing  academia,  management,  organized  labor,  professional  associations,  and  voluntary  organizations. 
Implementation  of  the  Prevention  Strategies  requires  commitment  from  a broad  array  of  organizations  and  scientific  and 
professional  disciplines.  The  extramural  research  program  is  an  important  means  of  facilitating  progress  in  these 
preventive  efforts. 
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Priorities 


The  NIOSH  program  priorities,  listed  below,  are  applicable  to  all  of  the  grant  mechanisms  listed  under  MECHANISMS  OF 
SUPPORT.  These  priority  areas  represent  the  leading  diseases  and  injuries  related  to  risks  on  the  job,  and  NIOSH  intends 
to  support  projects  that  facilitate  progress  in  preventing  such  adverse  effects  among  workers.  The  conditions  or 
examples  listed  under  each  category  are  selected  examples,  not  comprehensive  definitions  of  the  category.  Investigators 
may  also  apply  in  other  areas  related  to  occupational  safety  and  health,  but  the  rationale  for  the  significance  of  the 
research  to  the  field  of  occupational  safety  and  health  must  be  developed. 

Potential  applicants  with  questions  concerning  the  acceptability  of  their  proposed  work  are  strongly  encouraged  to 
contact  Dr.  Roy  M.  Fleming  at  the  address  listed  under  INQUIRIES. 

The  NIOSH  Program  Priorities  are: 

o Occupational  lung  disease:  asbestosis,  byssinosis,  silicosis,  coal  workers'  pneunoconiosis,  lung  cancer,  occupational 
asthma,  agriculturally-related 

o Musculoskeletal  injuries:  disorders  of  the  back,  trunk,  upper  extremity,  neck,  lower  extremity:  traunatical ly 
induced  Raynaud's  phenomenon 

o Occupational  cancers  (other  than  lung):  leukemia,  mesothelioma,  cancers  of  the  bladder,  nose  and  liver 
o Severe  occupational  traunatic  injuries:  fatalities,  amputations,  fractures,  eye  loss,  and  lacerations 
o Cardiovascular  diseases:  hypertension,  coronary  artery  disease,  acute  myocardial  infraction 
o Disorders  of  reproduction:  infertility,  spontaneous  abortion,  teratogenesis 

o Neurotoxic  disorders:  peripheral  neuropathy,  toxic  encephalitis,  neuroses,  extreme  personality  changes 

(exposure- related) 

o Noise- induced  loss  of  hearing 

o Dermatologic  conditions:  dermatoses,  burns  (scalding),  chemical  burns,  contusions  (abrasions) 

o Psychological  disorders:  affective  disturbances  such  as  anxiety,  depression  and  job  dissatisfaction;  mal-adaptive 
behavior  and  lifestyle  patterns;  aggression;  stress  and  post  traumatic  stress  disorders;  substance  abuse 

o Control  Techniques:  new  technology  performance  evaluation,  preconstruction  review,  equipment  redesign,  containment 
of  hazards  at  the  source,  fundamental  dust  generation  mechanisms,  machine  guarding/avoidance  methods,  explosion  control, 
removal  of  emissions  after  generation,  dispersion  models,  monitoring  and  warning  techniques,  technology  transfer 

o Respirator  research:  new  and  innovative  respiratory  protective  devices,  techniques  to  predict  performance, 
effectiveness  of  respirator  programs,  physiologic  and  ergonomic  factors,  medical  surveillance  strategies,  psychological 
and  motivational  aspects,  effectiveness  of  sorbents  and  filters,  including  chemical  and  physical  properties 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population  -based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  hunan  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
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populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conform®  to  i-k  , . . 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  * h' e!e  P°l>cies.  If 

AND  the  justification  for  the  selected  study  population  is  inadequate  it  will  ho  m J 2Jf'C  qyest,on(s>  addressed 
deficiency  in  the  study  design  and  will  bHe^Tn  Te  parity  fco^Vo^hf  i’rtVon.C  0r 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91)  Add I i cat inn  Ht®  „ •,  . . 

offices  of  sponsored  research;  from  the  Office  of  Grants  Information  Division  of  o available  at  most  institutional 
of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892  telephone  301/594-7248*  Natlonal  lnstitutes 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  timetable  for  receiving  applications  and  awarding  grants  is  given  below  This  is  * 

consequently,  these  receipt  dates  will  be  on-going  until  further  notice.  continuous  announcement. 

Research  and  Demonstration  Project  Grants: 

Application  Receipt  Date*:  Feb  1 

Initial  Review:  Jun/Jul 

Secondary  Review:  sept 

Earliest  Possible  Start  Date:  Dec  1 


Jun  1 
Oct/Nov 
Jan 
Apr  1 

*Competing  continuation  deadlines  are  1 month  later. 
SERCA  and  Small  Grants 


Oct  1 
Feb/Mar 
May 
Aug  1 


Application  Receipt  Dates:  Mar  1 

Initial  Review:  Jun/Jul 

Secondary  Review:  Aug 

Earliest  Possible  Start  Date:  Nov  1 


Jul  1 
Oct/Nov 
Dec 
Mar  1 


Nov  1 
Feb/Mar 
Apr 
Jul  1 


by  carrier  delays.  retain 

receipt  date  falls  on  a weekend,  it  wiU  t*  ex  t end  to  lSSdav-  ,hl  £ °T  .T*  RPT  ,t.°  the  .receiPt  date-  " the 
the  following  work  day.  ^ ' e ^ate  on  a holiday,  it  will  be  extended  to 

REVIEW  CONSIDERATIONS 

primarily  of  non-Federal  'sclent!  e^rts  ^l  [°revi  Iw'  th^  f ' RG> Th®  'RGS'  consistin9 

merit.  Notification  of  the  review  reconmendations  wil^hen  *•  ,the  applications  for  scientific  and  technical 

will  also  be  reviewed  for  prog^^^  the  initl'al  ^iew.  Applications 

secondary  reviews,  as  well  as  avaTfabil itTof  fu^ds  'U  **  made  *****  °"  results  of  the  initial  and 

If  research  °I  Wft  P">P~* 

results,  appropriateness  of  the  proposed  project  oeriod  admiia-l  nf  prof?ct'  l,kel lhood  of  its  producing  meaningful 
and  appropriateness  of  the  budget  ?JSst  ' ^ V °<  th.  appl, cant's  resources  available  for  the  project. 

Demonstration  grant  applications  dill  be  reviewed  additionally  on  the  basis  of  the  following  criteria: 

a^'diu'li^astS.0'"'  "*  C*e8rlV  «»blished.  obtainable,  and  for  which  progress  toward  attainment  can 

o Availability,  adequacy,  and  competence  of  personnel,  facilities,  and  other  resources  needed  to  carry  out  the  project. 

n.t?on.^^o;°r;9So^,;hLs^t!'e,  Ca"  “*  “ VU'd  °f  "“<«•  «■«  -HI  be  useful  and  desirable  on  a 

o Docunentat i on  of  coloration  from  industry,  unions,  or  other  participants  in  the  project,  where  applicable. 

SERCA  grant  applications  will  be  reviewed  additionally  on  the  basis  of  the  following  criteria: 

occupat^onaf^safety^and ,heaUh,dVndtEthePdegreet,4oSwhich'EtheaC,1'T^emetiS'  th*  -“arch  career  plan  in 

environment  (supportive  nature'  / *«>hc?m's  institution  offers  a superior  research 

application).  ' "Klud'"9  letter(s)  of  reference  fro,  advisor(s),  which  should  accoapany  the 
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Small  grant  applications  will  be  reviewed  additionally  on  the  basis  of  the  following  criteria: 

o The  review  process  will  take  into  consideration  the  fact  that  the  applicants  do  not  have  extensive  experience  with 
the  grant  process. 

AWARD  CRITERIA 

In  the  secondary  review,  the  following  factors  will  be  considered: 
o The  results  of  the  initial  review. 

o The  significance  of  the  proposed  study  to  the  mission  of  NIOSH. 

1.  Relevance  to  occupational  safety  and  health,  by  contributing  to  achievement  of  the  research  objectives  specified 
in  Section  20(a)  of  the  Occupational  Safety  and  Health  Act  of  1970  and  Section  501  of  the  Federal  Mine  Safety  and  Health 
Amendments  Act  of  1977, 

2.  Magnitude  of  the  problem  in  terms  of  numbers  of  workers  affected, 

3.  Severity  of  the  disease  or  injury  in  the  worker  population, 

4.  Potential  contribution  to  applied  technical  knowledge  in  the  identification,  evaluation,  and/or  control  of 
occupational  safety  and  health  hazards,  and 

5.  Program  balance,  and 

6.  Policy  and  budgetary  considerations. 

Questions  regarding  the  above  criteria  should  be  addressed  to  the  program  staff  listed  under  INQUIRIES. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged,  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Roy  M.  Fleming,  Sc.D. 

Associate  Director  for  Grants 

National  Institute  for  Occupational  Safety  and  Health 

Centers  for  Disease  Control  and  Prevention 

1600  Clifton  Road,  NE 

Building  1,  Room  2053,  Mail  Stop  D-30 

Atlanta,  GA  30333 

Telephone:  (404)  639-3343 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Lisa  Tamaroff 

Procurement  and  Grants  Office 

Centers  for  Disease  Control  and  Prevention 

255  E.  Paces  Ferry  Road,  NE 

Room  321,  Mail  Stop  E - 1 3 

Atlanta,  GA  30305 

Telephone:  (404)  842-6796 

AUTHORITY  AND  REGULATIONS 

This  program  is  authorized  under  the  Public  Health  Service  Act,  as  amended.  Section  301  (42  U.S.C.  241);  the  Occupational 
Safety  and  Health  Act  of  1970,  Section  20  (a)  (29  U.S.C.  669[a]);  and  the  Federal  Mine  Safety  and  Health  Amendments  Act 
of  1977,  as  amended.  Section  501  (30  U.S.C.  951).  The  applicable  program  regulations  are  in  42  CFR  Part  52. 
Appl  ications  are  not  subject  to  review  as  governed  by  Executive  Order  12372,  Intergovernmental  Review  of  Federal 
Programs.  The  Catalog  of  Federal  Domestic  Assistance  nunber  is  93.262.  This  program  is  not  subject  to  the  Public  Health 
System  Reporting  Requirements. 
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ERRATUM 


n 3 1496  00579  6365 

TERMS  ARP  CONDITIONS  OF  AWARD  FOR  LARGE  SCALE  UNSOLICITED  RESEARCH  PROJECT  APPLICATIONS  Hjk  uimmL  imuLS.  KKtvtm  um 

AND  CONTROL  INTERVENTIONS.  AMD  EPIDEMIOLOGICAL  STUDIES 

M I H GUIDE.  Volume  22,  Number  45,  December  17,  1993 
P.T.  34;  K.W.  1014006,  0755015,  0785055,  0745027,  0795003 


National  Cancer  Institute 


The  National  Cancer  Institute  (NCI)  would  like  to  clarify  the  above-titled  Notice  published  in  the  NIH  Guide,  Vol.  22, 
No.  43,  November  26,  1993,  as  follows: 

The  first  sentence  of  the  first  paragraph  is  modified  as  follows: 

The  National  Cancer  Institute  (NCI)  announces  that  any  new  or  competing  continuation  R01  investigator- initiated  clinical 
trial,  prevention  or  control  intervention,  or  epidemiological  study  in  which  direct  costs  exceed  $500,000  in  any  year 
(at  a single  institution  or  in  the  aggregate  for  a study  proposing  multi-institutional  collaborative  arrangements 
submitted  as  either  subcontracts  to  a single  application  or  as  separate  applications)  will  usually  be  awarded  only  as 
a cooperative  agreement  (U01). 

The  remainder  of  the  published  Notice  stating  the  policy  is  unchanged.  Program  project  (P01)  grant  applications  are 
thus  excluded  from  the  policy  and  will  continue  to  be  accepted  by  the  NCI  according  to  current  guidelines. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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